From: Brodd, Lauren (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=BA665DEA08E5417 1B3D6890C2518DDB9-LEPONELM] 
Sent: 10/26/2020 11:20:19 AM 


To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: RE: Notes from Wednesday's ACTIV Leadership Team Meeting 

Thanks! 


Lauren Brodd, Ph.D. 

Health Science Policy Analyst 

Division of Biosafety, Biosecurity, and Emerging Biotechnology Policy 
Office of Science Policy 

National Institutes of Health 


(b) (6) 


NIH) National Institutes of Health 
Tuning Discovery fnto Hosith 


OSP Blog: Under the Poliscope 
Twitter: @CWolinetzNIH 


From: Parker, Ashley (NIH/OD) [E] < (b) 6) 
Sent: Saturday, October 24, 2020 5:29 PM 
To: Brodd, Lauren (NIH/OD) [E] < ) © 


Subject: Fwd: Notes from Wednesday's ACTIV Leadership Team Meeting 
FYI 


Ashley Parker, Ph.D. 
Office of the Director | National Institutes of Health 
Tel: (b) (6) 


Begin forwarded message: 


From: "Wholley, David (FNIH) [T]" < (b) (6) 
Date: October 23, 2020 at 9:46:36 PM EDT 
To: "Austin, Christopher (NIH/NCATS) [E]" (b) (6) "Bancel, Stephane" 
(b) 6) >, "Carter, Kara" oo) © "Cavaleri, Marco" 

< 6) (© "Cihlar, Tomas" < “Collins, Francis 
(NIH/OD) [€]" (&) (6) >, "Corey, Larry" b) 6) , "Culp, Michelle (NIH/OD) 
(E]" (b) © >, "Disbrow, Gary (OS/ASPR/BARDA)" ) © "Dolsten, 
Mikael" 0) © "Erbelding, Emily (NIH/NIAID) [E]" (oxo) 
“Erck, Stan" 6) © “Fauci, Anthony (NIH/NIAID) [E]" < ob) © , “Freire, 
Maria (FNIH) [T]" (b) 6) , "Gadbois, Ellen (NIH/OD) [E]" (b) 6) “Gibbons, 
Gary (NIH/NHLBI) [E]" < i) “Hudson, Thomas" < (0b) 6) 
“James, Stephanie (FNIH) [T]" <sj (b) (6) "Johnson, Robert (OS/ASPR/BARDA)" 

oo “Kramer, Lynn" OO) >, "Lane, Cliff (NIH/NIAID) [E]" 

() (6) “Lepore, John" < ) © , "Marks, Peter (FDA/CBER)" 
(b) (6) >, “Marston, Hilary (NIH/NIAID) [E]" b) © “Mascola, 
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John (NIH/VRC) [E]" < 0) © "Meeker, David" < (OKO) "Menetski, 
Joseph (FNIH) [T]" < (b) (6) g>, "Messonnier, Nancy (CDC/DDID/NCIRD/OD)" 


(b) (6) >, "Pandya, Hitesh" 0) 6) >,"Pangalos, Mene" 
(b) (6) >, “Pao, William" (&) (©) y>, “Parker, Ashley 
(NIH/OD) [E]" < ) © "Paul, Steve" 6) (©) "Perlmutter, Roger" 
) 6) >, "Plenge, Robert" < 0) 6 >, "Plump, Andy" 
Rachel Ramoni 0) 6 ."Rasi, Guido" 
(b) 6) >, "Reed, John" (b) 6) >, "Reese, David" 
(b) 6) >, "Rouse, Doris" (b) (6) , "Santos, Michael (FNIH) [T]" 
“Skovronsky, Daniel" (b) (6) "Stein, Peter (FDA/CDER)" 
< (b) (6) "Stoffels, Paul" 0) © >, "Tabak, Lawrence (NIH/OD) [E]" 
(b) ©) >, "Talley, Michael" (b) (6) I>, "Tsai, John" 
: . "Vesey, Rupert" o) © >, "Virgin, Skip"< —(b) (6) 
"“Wholley, David (FNIH) [T]" (b) 6 >, "Woodcock, Janet (FDA/CDER)" 
< (b) © _gov>, "Young, John" < (b) 6) ."Colvis, Christine 
(NIH/NCATS) [E]" (b) (6) >, "Desrosiers, Betsy" ) © 
Eric Hughes < (b) (6) >, "Jansen, Kathrin" (OIG) >, "Kurilla, 
Michael (NIH/NCATS) [E]" < 0b) © “Lowy, Douglas (NCI)" (b) (6) "Read, 
Sarah (NIH/NIAID) [E]" (b) (6) >, "Young, John" 6) © 
(b) ©) >, Victoria Davey 
(b) (6) 
Ce: "Anderson, James (NIH/OD) [E]" <james. (b) (6) “Burklow, John (NIH/OD) [E]" 
<burklowj@od.nih.gov>, "Carluccio, Dana" 0) © >, "Castillejos, Carlos" 
< (b) (6) "Culp, Michelle (NIH/OD) [E]" (b) 6) FNIH Central Account 
< (b) (6) "Gadbois, Ellen (NIH/OD) [E]" (b) (6) >, "Hallett, Adrienne 
(NIH/OD) [E]" ) (6) >, "Lane, Cliff (NIH/NIAID) [E]" 0) © >, "Myles, 
Renate (NIH/OD) (E]" ) 6) >, "Parker, Ashley (NIH/OD) [E]" (b) (6) > 
"Tabak, Lawrence (NIH/OD) [E]" < ob) © “Wolinetz, Carrie (NIH/OD) [E]" 
(b) 6) “Adam, Stacey (FNIH) [T]" (b) ©) , "Alvarez, Rosa Maria" 
+, Margaret Anderson (b) “Appell, Evan" 
(b) 6) "Chen, Helen Q." (b) (6) , "Connelly, Sarah" 
>, "Gonzalez, Nina" &) © “Hawk, Harrison" 
"Mendelson, Jesse" “Menetski, Joseph (FNIH) 
(T)" (b) ©) >, "Santos, Michael (FNIH) [T]" 6) © >, asorosa 
< (b) (6) "Stratton, Benjamin" < (b) 6) btolman 
<btolman@ , "Tountas, Karen (FNIH) (T]" (©) (6) 3>, "Wachtel, Jonathan" 
< "Wholley, David (FNIH) [T]" < (6) (6) rg>, "Burklow, John (NIH/OD) 
[E]" 6) (6 “Gorman, Greta (FNIH) [T]" (b) ©) >, "Hallett, Adrienne 
(INIH/OD) [E]" (b) (6) >, “Meltzer, Abbey (FNIH) [T]"< (b) (6) >, "Myles, 
Renate (NIH/OD) [E]" < (b) (© “Wolinetz, Carrie (NIH/OD) [E]" 
3 ) ©) 


Subject: Notes from Wednesday's ACTIV Leadership Team Meeting 

Dear Leadership Team members and meeting attendees: 

Please see the notes from our teleconference this past Wednesday, October 21. | have also attached a 
PowerPoint document that summarizes the action items from the meeting. We are already moving 
forward to address most of these action items. Please let me know any additional comments, questions, 
or suggestions regarding these notes or the associated action items. 


Thank you again for all your support of and contributions to ACTIV. 


Regards, 
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David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
(b) ©) 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the PNIH earned the highest rating fom Charity Navigator for the fifth consecutive year and 
standards. 


was recognized as an organization that exceeds industr 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CDSA14F93-TOUNTASKH] 


Sent: 5/12/2020 1:13:04 PM 
To: Bascles, Lionel [ (b) (©) Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3c1c4f75dd4c457-myron_cohen]; Corey, Larry 
0b) © ; Desrosiers , Betsy [ (b) 6) Dickens, Jim (NIH/NCATS) [C] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickens|]; Doroshow, James (NIH/NCI) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387 cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King,]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e8506 1e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51dSee684800457 8bSbf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonma]; Resnansky, Laura 
[ (&) ©) Srinivasan, Badhri [badhri. ov) © Stein, Peter (FDA/CDER) 
[(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Vincent, Mike 

() (©) Garner, Carlos [ 6) © Sizemore, Christine (NIH/FIC) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Qashu, Felicia (NIH/OD) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41eS-qashufm] 

cc: Wachtel, Jonathan [ (b) ©) ] 
Subject: RE: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05122020.pdf 


Dear Colleagues, 


scheduled for 11:00 am (eastern time 
confusion this has caused. 


Just a quick reminder that our working 
USA). On Friday, we will r 


group me g today (Tuesday, May 12) is 
sual WG meeting time. Apolog’ 


Looking forward to talking with you soon. 
Karen 


From: Tountas, Karen (FNIH) [T] 

Sent: Tuesday, April 14, 2020 5:00 PM 

To: Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 

When: Tuesday, May 12, 2020 11:00 AM-12:00 PM (UTC-05:00) Eastern Time (US & Canada). 
Where: https://zoom.us OO) 

Importance: High 


Apologies for the repeat emails, updated agenda is attached. Karen 


Dear Colleagues, Attached is the meeting agenda. Looking forward to a robust discussion about vaccine protocols 
and capacity needs! Karen 
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ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 


Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 


invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD. 
Scientific Program Manager 
Foundation for the National Institutes of Health 


Join Zoom Meeting 
hutps://zoom. (b) 


Meeting ID: (b) (6) 
Password: (b) (6) 
One tap mobile 
(b) 6) US (Chicago) 
US (New York) 


Dial by your location 
(b) (6) US (Chicago) 
US (New York) 
US 
US (Houston) 
US (San Jose) 
US (San Jose) 
US 
Meeting ID: (b) (6) 
Password: (b) (6) 
Find your local number: |xttps:// 


) 6) 


APAR0000006520-2515209 


From: 


Sent: 
To: 


cc: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 
12/18/2020 8:51:00 PM 
Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=60008133606b4f75835d3c77c2eeadb7-Gilbert.Mar]; Bozzette, Sam 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Read, Sarah (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Lane, Cliff (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Erbelding, Emily (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Eakin, Ann (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7dafba298c194f9d9bc13c54feOcf29a-eakinae]; Erica Ollmann Saphire 
(b) (6) _ Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Davey Smith 
[(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f4eb666cbbac44a1a53dde4e9816f5 1d-DaveySmith]; Kim, Peter (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2]; Neaton, Jim 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7383b995643442eb94c59697c2cbc29-neato001.um]; Lundgren, Jens 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=59d323d1d9274d84b8e8b3046cb81a6b-jens.lundgr]; Higgs, Elizabeth 
(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiges]; Kiley, James (NIH/NHLBI) (E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaee6b96b43b4dbcbff39382168a5c86-kileyj]; Goff, David (NIH/NHLBI) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 
Chen, Helen [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7 bda8fd0616 7002cf-qingchen.de]; Bugin, Kevin (FDA/CDER) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Carver, Trea (NIH) [C] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=acO0Sf976df484ed69022b8663cd448d3-carverkr]; Reich, Colleen 
(b) (6) ; Lisbeth Jorgensen [ (b) 6) Rose Li Central Account 

6) © Dana Carluccio [ (b) (6) Church, Elizabeth (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d1761d52a54e4efa8c5f3f43dea3afaf-stanselleh]; Teyhen, Deydre (HHS/IOS) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75b09732dc14cfcb346afd767 1ee69f-Deydre.Teyh]; Sorosa, Alex David 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userffc6da86]; 
Erhardt, William (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=86d3f82263b04011a1ff30220cd2d612-William.Erh]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14/a7428415bb86087d08b628e6f-melencioc]; Parker, Ashley (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Jabarkhail, Mina 
OO) Harrigan, Rachel (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr]; Nasr, Hana 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userfe0939a1] 


Subject: Canceled: ACTIV-2/-3 Trial Oversight Committee Meeting 
Location: https://fnih.zoom. 0b) © 
Start: 12/30/2020 8:00:00 PM 

End: 12/30/2020 9:00:00 PM 


Show Time As: Free 


Recurrence: Weekly 
every Wednesday from 3:00 PM to 4:00 PM 
Required Wholley, David (FNIH) [T]; Woodcock, Janet (FDA/CDER); Marks, Gilbert (OS/ASPR/BARDA) (CTR); Bozzette, Sam 
Attendees: (INIH/NCATS) [E]; Read, Sarah (NIH/NIAID) [E]; Lane, Cliff (NIH/NIAID) [E]; Erbelding, Emily (NIH/NIAID) [E]; Eakin, Ann 
(NIH/NIAID) [E]; Erica Ollmann Saphire; Stein, Peter (FDA/CDER); Judy Currier; Davey Smith; Kim, Peter (NIH/NIAID) 


(E]; (b) (6) (b) (6) Higgs, Elizabeth (NIH/NIAID) [E]; Kiley, James (NIH/NHLBI) [E]; 
Goff, David (NIH/NHLBI) [E] 
Optional Chen, Helen Q.; Bugin, Kevin (FDA/CDER); Carver, Trea (NIH) [C]; Reich, Colleen; Lisbeth Jorgensen; Rose Li Central 


Attendees: — Account; Dana Carluccio; Church, Elizabeth (NIH/NIAID) [E]; Teyhen, Deydre (HHS/I0S); Sorosa, Alex David; Erhardt, 
William (HHS/IOS); Melencio, Cheryl (FNIH) (T]; Parker, Ashley (NIH/OD) [E]; Jabarkhail, Mina; Harrigan, Rachel 
(HHS/IOS); Nasr, Hana 


Dear ACTIV-2/-3 TOC Members, 


Per my follow-up email just a few minutes ago, we will be canceling this meeting to allow time_over the 
holidays for people to have less meetings. However, the TOC co-chairs reserve the right to call an Ad 
Hoc TOC meeting in the case of any urgent business needing to be discussed for the trials 


Thanks , 
Stacey 


Join Zoom Meeting 
https: //fnih. zoom. us/j b) 6) 


Password: WO 
one tan mobile 
(b) (6) us (New York) 


US (Germantown) 


Dial by your location 
(b) (©) us (New York) 

US (Germantown) 
us (chicago) 
US (Houston) 
Us (San Jose) 
us (San Jose) 
us (Tacoma) 

Meeting ID: 

Password: 6 pews 

Find your focal number: https://fnih.zoom.us/ — (b) (6) 
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From: Parker, Ashley (NIH/OD) [€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEO6EBD70-PARKERAS] 

Sent: 9/9/2020 6:00:11 PM 

To: George, Jill (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fS0bffb4b3a2464382adc29b127aed4e-georgejil]; Brodd, Lauren (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ba66Sdea08e5417 1b3d6890c25 18ddb9-leponelm] 

Subject: RE: ACTIV Therapeutics-Clinical Working Group Meeting 


No -- I thought we had a PDF version that worked fine before but maybe not. Does the hover over not work 
in POF? If so, I will let the group know. 


Thanks, 

Ashley 

From: George, Ji11 eNIH/0D) fe] (b) © > 

Sent: Wednesday, September 9, 2020 1:49 PM 

To: Parker. Ashley (NIH/OD) tel < bo) 6 Brodd, Lauren (NIH/oD) [E] 
6 


< (b) (6) 
Subject: RE: ACTIV Therapeutics-Clinical working Group Meeting 


Did you figure out how to make hover over work in a PDF? 
The PPTX file is working fine. 


ooeen ‘Original Message----- 


From: Parker, Ashley (NIH/oD) [E] < (b) 6) 
Sent: Wednesday, September 9, 2020 1:45 PM 
To: George, Ji11 (NIH/OD) [E] < (b) (6) Brodd, Lauren (NIH/OD) [E] (b) (6) 


Subject: RE: ACTIV Therapeutics-Clinical Working Group Meeting 

Hi 311717 and Lauren, 

The clinical trial matrix is out for review by the ACTIV Tx working group. 

3i117 -- Helen shared the attached PDF and I noticed the hover over does not work. I am not concerned 


about this issue given it's the WG reviewing but wanted to flag in case something needs to be tweaked in 
the PP file attached for future sharing using POF. 


Thanks, 
Ashley 
om Original Message----- 
From: Chen, Helen Q. < (b) (6) 
Sent: Wednesday, September 9, 2020 1:27 PM 
To: Adam, Stacey (FNIH) [Tl] < (b) (6) Bozzette, Sam (NIH/NCATS) [E] (b) 6) 
Butterton, Joan < (b) (6) De Claro, R. Angelo (FDA/CDER) < (b) (6: 
Draahia-Akli. Ruxandra < (b) (6) Eisner. Mark < (b) (6) Gottesdiener, Keith 
< (b) (6) Eric Hughes < (b) (6) Judy Currier 

) Kim, Elizabeth < (b) (6) Lavange, Lisa < (b) (©) 
Levy. Elliot < Mellors, John W < 6) Menon, Sandeep 
< (b) (6 Parker, Ashley (NIH/OD) IE! < (b) (6) Patel, Naimish 
< (b) (6) Peppercorn, Amanda < (b) © Poole, Mike 
< Proschan, Michael (NIH/NIAID) [EJ < (b) (6) Read, Sarah 
(NIH/NIAID) IEl < (b) (6) Santos, Michael (FNIH) [T] < (b) (6) Shen, Yuan Li 
CFDA/CDER) < (b) (6) Stein, Peter (FDA/CDER) < (b) (6) wholley, David 
CFNIH) [T] < (b) (6) Buchman, Tim (OS/ASPR/BARDA) (CTR) < (b) (6) Collins, Sylva 
(FDA/CDER) < (b) (6) Amanda Peppercorn <amanda. (b) (6) Garner, Carl 
< ) (6 Hiaas, Elizabeth (NIH/NIAID) [E] < (b) (6) Koroshetz, Walter 
(NIH/NINDS) LEJ < (b) (6) Timothy Burgess < (b) (6) Reineck, Lora 
(NIH/NHLBI) [E] < (b) (6) Aqaarwal, Neil (NIH/NHLBI) [EJ < (b) © 
Rosenbera, Yves (NIH/NHLBI) LEJ < (b) (6) Goff, David (NIH/NHLBI) (EJ 
< (b) (6) Brown, Jeremy (NIH/NINDS) LEJ < (b) (6) Gadbois, Ellen (NIH/oD) [E] 
< (b) (6) Culp. Michelle (NIH/oD) [Ee] < (b) (6) Jacaueline Kirchner 
< (b) 6) Beigel, John (NIH) LEJ < (b) (6) Phillips, L 
Revell CIV DTRA RD (USA) < (b) (6) Petrovick, Martha - 0449 - MITLL 
<| (b) (6) (b) (6) Sizemore, Christine (NIH/FIC) [E] 
< 
Cc: Colvis. Christine (NIH/NCATS) [E] < (&) (6) Desrosiers, Betsy 
< ») (6) Jansen, Kathrin < b) (6) Kurilla, Michael 
(NIH/NCATS) LEJ <t (OO) Lowy, Douglas (NCI) < ) Young, John 


APARO000010200-2515211 


< (b) (6) Biaas. Mary 0b) © Butcher, Tina < (b) (6) 


Demarcus 6) Macone, Erin < (b) (6) Melencio, Chery! (FNIH) LT] 

< (b) (6) Salathin, Carla <carla.salathin@novartis.com>: Tountas, Karen (FNIH) [T] 

< (b) (6) Menetski, Joseph (FNIH) [T1 < (b) ©) James, Stephanie (FNIH) [T] 

< (b) (6) Wachtel, Jonathan ) 6) >: btolman < (b) 6) Alvarez, 
Rosa Maria < ») (6) Gonzalez, Nina < (b) (6) Dana Carluccio 

<! (b) (6) Rose Li Central Account < (b) (6) Margaret 
Anderson <i (b) (6) Lucas Smalldon < Stratton, 
Benjamin <| (b) (6) (b) © Mollica. Linda /US 

<Linda. (b) (6) Qashu, Felicia (NIH/OD) [EJ < (b) (6) Patterson, Amy 
(NIH/NHLBI) LE] < (b) (6) Rubin. Daniel B. (FDA/CDER) < (b) (6) Marston, 
Hilary (NIH/NIAID) 1E| <i (b) (6) Wung, Peter /US <Peter.Wuna@sanoti.com>; Hoots, W. Keith 
(NIH/NHLBI) [E] < (b) (6) Groesch, Mary (NIH/NHLBI) [E] <i (b) (6) Shipp, 
Allan (NIH/NHLBI) IE} <allan. (b) 6) Kindzelski, Andrei (NIH/NHLBI) |E] 

< (b) (6) Hone, David M (Dave) CIV DTRA 39 (USA) < 0) © 

Reisler, Ronald B CTR USARMY DOD JPEO CBRND (USA) < (b) (6) Freire. Maria (FNIH) 
[T] < (b) (6) Elsaid, Olivia < © Appell, Evan < (b) 6) 


(b) 
Subject: RE: ACTIV Therapeutics-Clinical Working Group Meeting 
Dear ACTIV TX-Clinical working Group Members, 


As we have discussed previously, NIH has developed a table to summarize ACTIV and other NIH-supported 
COVID-19 trials. The goal of the table is to be informative to ACTIV and NIH leadership and to be shared 
more broadly once the information within it is public. 


We would appreciate your review of this draft version of the table, which we are sharing ahead of 
tomorrow's Working Group meeting. Please do not share the table or the information in it further. we 
are looking forward to your input. 


Warm regards, 
Stacey, Mike, and Helen 


erent ‘Original Appointment----- 

From: Adam, Stacey (FNIH) [T] (b) (6) 

Sent: Wednesday, June 17, 2020 8:48 AM 

To: Adam, Stacey (FNIH) [T]; Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo 
(FDA/CDER); Draghia-Akli, Ruxandra; Eisner, Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, 
Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John W; Menon, Sandeep; Parker, Ashley (NIH/oD) [E]; 
Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
(NIH/NIAID) [E]; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, 
David (FNIH) [T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; 
Garner, Carl; Higgs, Elizabeth (NIH/NIAID) [E]; Koroshetz, walter (NIH/NINDS) [E]; Timothy Burgess; 
Reineck, Lora (NIH/NHLBI) [E]; Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Goff, 
David (NIH/NHLBI) [E]; Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle 
(NIH/OD) [E]; Jacqueline Kirchner; Beigel, John (NIH) [E]; Phillips, L Revell CIV DTRA RD (USA); 
Petrovick, Martha - 0449 - MITLL; (b) 6) Sizemore, Christine (NIH/FIC) [E] 

Cc: Colvis, Christine (NIH/NCATS) LEJ; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) 
[E]; Lowy, Douglas (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, 
Chery! (FNIH) [T]; Salathin, Carla; Tountas, Karen’ (FNIH) [TJ]; Menetski, Joseph (FNIH) [T]; James, 
Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, Brett; Alvarez, Rosa Maria; Gonzalez, Nina; Dana 
itn Rose Li Central Account; Anderson, Margaret: Lucas Smalldon; Stratton, Benjamin: 


(b) ( Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; Patterson, Amy (NIH/NHLBI) 
LEJ; Rubin, Daniel B. (FDA/CDER); Marston, Hilary (NIH/NIAID) [E]; Chen, Helen Q.; Wung, Peter /US 
Hoots, W. Keith (NIH/NHLBI) [E]; Groesch, Mary (NIH/NHLBI) [€]; Shipp, Allan (NIH/NHLBI) [E]; Kindzelski, 
andrei (NIH/NHLBI) [E]; Hone, David M (Dave) CIV DTRA 39 (USA); Reisler, Ronald B CTR USARMY DOD JPEO 
CBRND (USA); Freire, Maria (FNIH) [T]; Elsaid, Olivia 
Subject: ACTIV Therapeutics-Clinical Working Group Meeting 
When: Thursday, September 10, 2020 1:00 PM-2:00 PM (UTC-05:00) Eastern Time (US & Canada). 
Where: https: //fnih.zoom. ») (6) 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https: //fnih. zoom. us, bo) © 


Meeting ID: (b) (6) 
Password: (b) (6) 
One tap mobile 
(b) (6) Us (Germantown) 
us (Chicago) 


Dial by vonr Jacatian 
(b) ©) US (Germantown) 

Us (Chicago) 

Us (New York) 

US (Tacoma) 

US (Houston) 

us (San Jose) 


APAR0000010200-2515211 


0) ©) 


Meeting ID: (bv) 6) 

Password: (b) (6) 

Find your local number: https://fnih.zoom.us/u/  (b) (6) This message (including any attachments) 
contains confidential information intended for a specitic individual and purpose, and is protected by 
law. If you are not the intended recipient, you should delete this message and any disclosure, copying, 
or distribution of this message, or the taking of any action based on it, by you is strictly prohibited. 


us (San Jose) 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu 
Limited ("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does 
not provide services to clients. Please see www.deloitte.com/about to learn more. 


V.E.L 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 


Sent: 4/24/2020 1:01:10 AM 

To: Eric Hughes [ () © Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Akli | 0b) © Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Naimish Patel [ (b) (©) Colvis, 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Young, John 
(b) (6) Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Poole, Mike 
[ (b) (6) Buchman, Tim (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd5Scbf8eb9da-Tim.Buchman)]; 
Vincent, Michael [ () © Wung, Peter /US [ ob) © Keith Gottesdiener 
[ (&) (6) Elliott Levy [ 0) © 

cc: Elizabeth Kim [ (b) 6) Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=S001af52dc4a427ea3d34f1e072f&cb7-menetskijp]; Alvarez, Rosa 
Maria [ (b) (©) Salathin, Carla [ ob) © (b) (6) (b) 6) 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 
[ (b) (6) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553144696b2c79484d90e4 15 -qashufm] 

Subject: Materials for ACTIV Therapeutics-Clinical Agent Prioritization Subgroup Meeting #3 

Attachments: ACTIV Therapeutics-Clinical_AP Subgroup Meeting 3_24Apr2020 Meeting Guide.pdf; ACTIV Therapeutics 
Clinical_Agent Prioritization Sub-Group Meeting Agenda_04192020.pdf; activ_compound_inventory_24apr20- 
v2.xlsx; activ_clinical_trials_inventory_22apr20.xlsx 


Dear TX-Clinical Agent Prioritization Subgroup, 


Please find attached the materials for tomorrow’s call. 
1. Agenda 
2. Slides with Updated Scoring Criteria and Process Slides 
3. The Compound Data Spreadsheet (This was sent earlier.) 
4. The Trials Data Spreadsheet (Also sent earlier.) 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: (b) (©) Mobile: 0) © 


Join Zoom Meeting 


https://fnih.zoom.us. 1X0) 


APAR0000005663-2515212 


Meeting ID: oe) © 
Password: (b) (6) 
One tap mobile 


) ©) US (New York) 
US (Chicago) 
Dial by your location 
(OTS) US (New York) 
US (Chicago) 


US (San Jose) 
US (San Jose) 
US 
US 
US (Houston) 
Meeting ID: (b) (6) 
Password: (b) (6) 
Find your local number: https://fnih.zoom.us/ (b) (6) 


APAR0000005663-2515212 


To: 


cc; 


Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; (b) (6) 
(b) ©) &) ©) &) © &) 6) 
(b) ( Baric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=48e3Sab1d3044465a7790ee4ded5Sbc32-rbaric.emai]; 

0) © Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea]; Colvis, Christine 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7 dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8aSace9923ae4 15aa3d8Sac09cb76f85-DEMINGD.fda]; 

(b) (©) (b) (6) 0) © Parker, Ashley (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras]; Collins, Francis (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 
(b) (6) Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
[ (b) 6) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2¢79484d90e4 1eS-qashufm]; Tomas Cihlar 
) 6) Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA) [ (b) (6) 

Punturieri, Antonello (NIH/NHLBI) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24bScb5e933c6ee7a6bc7-punturieria); Charette, Marc 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf]; Fessel, Josh (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; | (b) (6) 


) 
Wholley, SRT {T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Desrosiers, Betsy 
(b) (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f9795 1253cd54153b5daa9d99ad4ec90-EricHughes]; Jansen, Kathrin 
(b) ( Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e8506 1e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc695265/80-santosmr]; Adam, Stacey (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
(o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; Kim, 
Elizabeth [ 6) © btolman [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Wachtel, Jonathan (OO) ]; Prabhavathi 


APAR0000000038-2515213 


Fernandes [ ) © Diamond, Micheel [ 0) © Rose Li 


(b) (©) Dana Carluccio [ OO) Lagos, Enrique (NIH/NCATS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d); 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bc1lac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 
[ (b) (6) Dave Frankowski [ antoinette_baric 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userb6b844cf]; Lowy, 
Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f1b7b8fe4739478bb17840c56902718a-lowyd]; Florence, Clint (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Se032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d8469 1ac0aS 30e4ba6cebS-haigwoon.oh]; Stratton, Benjamin 
o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188); 
Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edecS66c26c2a-gadboisel]; Anderson, James 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Hawk, Harrison 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8]; 


Mason, Stephen [ (b) (6) (b) 6) Connelly, Sarah 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab)]; 
(b) (6) Lumsden, Joanne (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d4 1f48e3f2cbcb2fed349-lumsdenjm]; K C Kent Lloyd 
) ©) ) © 

Subject: Canceled: ACTIV Preclinical full working group 
Start: 12/30/2020 3:00:00 PM 
End: 12/30/2020 4:00:00 PM 


Show Time As: Free 
Recurrence: — (none) 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https://fnih.zoom.us, (b) (6) 


Meeting ID: 0b) (6 
Passcode: (b) (6) 
One tap mobile 


(b) 6) 


US (Germantown) 
US (Chicago) 


Dial by your location 
b) ©) US (Germantown) 
US (Chicago) 


APAR0000000038-2515213 


%) © US (New York) 


JS (San Jose) 
US (San Jose) 
US (Tacoma) 
US (Houston) 
Meeting ID: (b) (6) 
Passcode: (b) (6) 
Find your local number: https://fnih.zoom.us/i — (b) (6) 


APAR0000000038-2515213 


From: Parker, Ashley (NIH/OD) [€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEO6EBD70-PARKERAS] 


Sent: 5/15/2020 1:38:44 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Woodcock summary of current trials 


Ah! Thanks! It would’ve been nice to include this slide in our set for Moncef but it’s too premature. 


I’m sending you slides shortly. 


Thanks, 

Ashley 

From: Wholley, David (FNIH) [T] < b) 6) 
Sent: Thursday, May 14, 20209:25 PM 

To: Parker, Ashley (NIH/OD) [E] < 0b) © 


Subject: FW: Woodcock summary of current trials 


You asked me earlier about the list of 21 mAb companies Janet was referring to. See slide 8 from this deck FC 
distributed Tuesday, think that is it. 


From: Collins, Francis (NIH/OD) [E] 0) (© 

Sent: Tuesday, May 12, 2020 9:43 PM 

To: Tabak, Lawrence (NIH/OD) [E] < (Ol) Wholley, David (FNIH) [T] (b) (6) ; Austin, 
Christopher (NIH/NCATS) [E] (b) (6) Lane, Cliff (NIH/NIAID) [E] (b) ©) ; Anderson, 
James (NIH/OD) [E] (b) (6) ; Parker, Ashley (NIH/OD) [E] (b) © ; Freire, Maria 


(FNIH) [7] (b) (6) > 


Subject: Woodcock summary of current trials 


Interesting inventory from Janet... 


From: Woodcock, Janet < (b) (6) 
Sent: Tuesday, May 12, 2020 9:38 PM 
To: Collins, Francis (NIH/OD) [E] < (b) 6) 


Subject: RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Yes you can share. It’s a bit out of date. As | said I’m doing a deeper dive on convalescent plasma and the neutralizing 
MoAbs. Should have soon. Need to fill in detail of all planned DOD and NIH studies. Should get to that this week. Jw 


From: Collins, Francis (NIH/OD) [E] (b) (6) 

Date: May 12, 2020 at 8:48:22 PM EDT 

To: Woodcock, Janet (b) ©) 

Subject: RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Hi Janet, 


APAR0000013228-2515214 


| just got to this e-mail (it’s been that kind of day). Wow, there is a LOT of useful information here. May | 
share with ACTIV leadership? 


Francis 

From: Woodcock, Janet (b) (6) 
Sent: Tuesday, May 12, 2020 5:01 PM 

To: Collins, Francis (NIH/OD) [E] (b) 6) 


Subject: FW: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


From: Collins, Francis (NIH/OD) [E] () ©) 

Sent: Tuesday, May 12, 2020 1:31 PM 

To: Woodcock, Janet ob) © 

Subject: RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Spm? (b) 6) if you can. Otherwise after 7 pm is good 


From: Woodcock, Janet (b) (6) 
Sent: Tuesday, May 12, 2020 1:08 PM 
To: Collins, Francis (NIH/OD) [E] (b) (6) 


Subject: RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


No have to brief higher ups. Later better. Jwv 


From: Collins, Francis (NIH/OD) [E] 6) © > 

Date: May 12, 2020 at 12:49:32 PM EDT 

To: Woodcock, Janet ov) © 

Subject: RE: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Yes, | would like that. Can you do 3:30? 


From: Woodcock, Janet (b) (6) 
Sent: Tuesday, May 12, 2020 11:28 AM 
To: Collins, Francis (NIH/OD) [E] ob) © 


Subject: FW: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Can we discuss before tomorrow? jw 


From: Wholley, David (FNIH) [T] (b) 6) 
Sent: Tuesday, May 12, 2020 10:46 AM 
To: Collins, Francis S (NIH) () 6) ; Stoffels, Paul [JJCUS] 6) © Fauci, Anthony S (NIH) 
(b) (6) ; Gibbons, Gary H (NIH) o) © ; Woodcock, Janet 
bo) © Pao, William < (b) (6) Dolsten, Mikael 
(&) ©) Za 
Ce: Colvis, Christine M (NIH) oo >; Desrosiers, Betsy (b) (6) Hughes, 
Eric OO) >; Read, Sarah W (NIH) 06 >; Jansen, Kathrin 
6) 6 Kurilla, Michael G (NIH) < 0) (6 Lowy, Douglas R (NIH) 


APAR0000013228-2515214 


< (b) (©) Young, John < 6) © Freire, Maria C (NIH) < (b) (6) Tabak, 


Lawrence A (NIH) (b) (6) Lane, Henry C (NIH) 0) ©) ; Parker, Ashley S (NIH) 
< (b) (6) Anderson, James M (NIH) ob) © >; Austin, Christopher P (NIH) 
(b) (6) >; Wolinetz, Carrie D (NIH) (OO) > 


Subject: FW: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 


Dear ACTIV Executive Committee Members: 

Please see the attached letter from the ACTIV Therapeutics-Clinical Working Group received this morning, for 
consideration on tomorrow morning’s Executive Committee teleconference. While we expect the proposals contained 
herein will be one major topic of discussion, the purpose of the meeting is to hear from all of the Working Group co- 
chairs (copied on this note) regarding what is working and where they may be facing challenges in ACTIV, and jointly 
discuss strategy moving forward. 


David 


From: Adam, Stacey (FNIH) [T] () 6) 
Sent: Tuesday, May 12, 2020 9:52 AM 


To: Wholley, David (FNIH) [T] < (b) (6) 
Cc: Read, Sarah (NIH/NIAID) [E] < (b) (6) Eric Hughes (b) 6) >; Carlos O Garner 
(&) 6) ; Judy Currier (b) (6) Keith Gottesdiener 
(b) ©) Amanda Peppercorn < 0) © Stein, Peter (FDA/CDER) 
0) © >; Higgs, Elizabeth (NIH/NIAID) [E] (b) (6) 


Subject: Letter to the ACTIV Executive Committee from the Therapeutics-Clinical Working Group 
Hi David, 


Please find attached a letter from the Therapeutics-Clinical Working Group to the ACTIV Executive Committee for their 
consideration. Overall, the letter is meant to relate some broad challenges and issues that the Therapeutics-Clinical 
group thinks the ACTIV PPP is facing, as well as some very specific requests for assistance from the ACTIV EC for our 
team. 


Please relay this to the ACTIV EC for their review. Our group would welcome any feedback they have. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 
Direct: (b) (6) Mobile: (b) (6) 


fnih.org 


ile Pike, Suite 600, North Bethesda, MD 20852 


FNIH BANDEMIC 
RESPONSE FUND 
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From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 

Sent: 5/3/2020 9:45:28 PM 

To: oo Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1b7b8fe4739478bb17840c56902718a-lowyd];, 

(b) (6) Arvin, Ann [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=3bbf6108d53148f684dad333fce983de-aarvin.stan]; 
(b) ©) ) © 0) © ) 6) 
oo Haynes, Barton [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5d4a05845b5b4069ad0447fb60ebfa79-hayne002.mc]; (b) (6) 
(b) (6) Marks, Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d7 2f06b813d471-Marks?P.fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=441f65db836c4a89a42aecb9a0d9b96c-NARS]; Offit, Paul 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cbd9ccS6fdbe4598a570423d484dcf9F-offit.email]; ) © 
Seals, Jonathan (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d7a87d49ccba4e3caafSebSd3586b1cc-Jonathan.Se]; 


ob) (6 Tal Zaks [ ob) © 
CG: Tolman, Brett [ (b) (©) Austin, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=292fcb760f9f4f199ebe343e08ef1781-austinsj]; 
(b) (6) ob) © (b) (6) Gruber, Marion (FDA/CBER) 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ebf7a8eb8dd541b2883a966eaSafd809-GRUBER. fda]; 

(b) (6) Qashu, Felicia (NIH/OD) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41eS-qashufm]; Sahin@Uni-Mainz.de; 
Johnson, Maureen (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Ocb4ad1bebe64791b0415a7eb4bf7 1db-johnsonr]; Kozlowski, Mary 
(INIH/NCI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=15373a5a1d8a4fa89d49ba9c8561cc94-kozlowskimt]; 

(b) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9Saaaafe06ebd70-parkeras]; 


b) ©) b) ©) ) ©) 
6) (© Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis); 
(6) (©) (b) (©) Kurilla, Michael (NIH/NCATS) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Read, Sarah (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; () (© 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa Maria 

(b) Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e1cf101c0943414-adamsj4]; Kim, Elizabeth 

(b) (6) Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 

(b) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Gonzalez, Nina 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 

Stratton, Benjamin [ 6) © 

Subject: Vaccines Working Group important update: Clinical Trial plans 


Dear Vaccines Working Group, 


APAR0000006244-2515215 


Yesterday evening there was an exciting expansion of the opportunity for the Vaccines Working Group to contribute to 
accelerating vaccine development. We learned that there will be US government funding for a master protocol phase 
2/3 adaptive vaccine efficacy trial, with provisions to add and drop vaccine candidate arms over time. 


The Clinical Trial Sub-Group (slight name change) will be tasked with supporting this master protocol trial, including the 
protocol and the networks/sites implementation. The goal is to have this trial ready to start by July 1, though there may 
be an opportunity to start in June if the work can be completed by then. 


This is a significant expansion of scope for the Sub-Group. Given the magnitude of this responsibility, we will be asking 
for additional representation on the Sub-Group and pulling in expertise, including some of the master protocols experts 
that have been writing the ACTIV therapeutics protocols. The first meeting of the Sub-Group is tomorrow at 10am ET 
(7am PT / 4pm CEST). 


We will also discuss this at the Vaccines Working Group meeting on Tuesday at 12pm ET (9am PT / 6pm CEST). Please 
don’t hesitate to reach out with any questions. 


Best regards, 
Mike, for the Vaccines Working Group 


Michael Santos, PhD 
Associate Vice President, Science 
Foundation for the National Institutes of Health 
() 6) fnih.org 
11400 Rockville Suite 600, North Bethesda, MD 20852 


Stay at the forefront of FNIH news: fnih.org/newsletter 
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From: 


Sent: 
To: 


cc: 


Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CDSA 14F93-TOUNTASKH] 
5/3/2020 10:04:58 AM 
Bascles, Lionel [ (b) ©) Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3clc4f75dd4c457-myron_cohen]; Corey, Larry 
(b) 6) ; Victoria Davey [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da]; Desrosiers , Betsy 
Dickens, Jim (NIK/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba7 3079cf4a5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1dOfb9f055940c39b387cae2485faa6-doroshoj]; Garner, Carlos 
[ (b) (6) Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Nayak, Seema (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51dSee6848004578bSbf9c808eca8féf-nayaksu]; Payton, Manizhe 
(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal; Qashu, Felicia (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41eS-qashufm]; Resnansky, Laura 
(b) (6) Sizemore, Christine (NIH/FIC) (E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Srinivasan, Badhri 
) (6) Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Vincent, Mike 
(b) (6) Wachtel, Jonathan (b) (©) Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 
Criffield, Robin [ 0b) © Hamilton, Nancy [ (b) (6) Melencio, Cheryl 
(FNIH) (T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Minnich, Beth 
(b) (6) ]; Mueller-Reichenstein, Petra [ (b) (6) Quadros, Nora 
6) © Katz, Rebecca (NIH/NCATS) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aaSed901b4c5a3d9-katzrd]; Thomas, Ashley (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcdSd3f7c1e4309a251d013e1cc89b0-Ashley.Thom]; Hill, Zoe (NIH/NHLBI) 
(C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a19ee5 1dca2a443d883a15e025d6e1e0-hillzs]; Adam, Stacey (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Anderson, Margaret 
(b) ( Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Carluccio, Dana 
) (6) Melencio, Chery! (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Gonzalez, Nina 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Penny [ (b) 6) James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, 
Rose (b) 6) ; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427 ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIK) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 

t o© Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf284 14883d0b6996d677257-wholleyd]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hughes, Eric 

[ KO) J; Jansen, Kathrin [ oo Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


APAR0000006536-2515217 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 
ob) © 
Subject: Summary - CT Capacity WG meeting #5 
Attachments: Clinical_Trial_Capacity_Working_Group_Meeting #5_Summary_FINAL.pdf 


Dear Clinical Trial Capacity Working Group Members, 


Attached is the summary of meeting #5 (May 1, 2020) of the full workii 
scheduled for Tuesday, May 5 at 9 am eastern time USA. 


group. The next full working group meeting is 


Best regards, 
Karen 


Karen H, Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 


FNIH RANDEMIC 
RESPONSE FUND 
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From: 


Sent: 
To: 


cc; 


Subject: 
Location: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 
4/14/2020 7:37:08 PM. 
Bozzette, Sam (NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4 faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 
Ruxandra | (b) (6) Eisner, Mark [ 0) (© Gottesdiener, Keith 

(O() Hughes, Eric [ bo) © Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Kim, Elizabeth 
[ ) © LaVange, Lisa [ 0) © Lewy, Elliot [ ob) © Mellors, John W 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; 
Menon, Sandeep [ (b) ©) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; 
Patel, Naimish [naimish.patel@sanofi.com]; Peppercorn, Amanda [ (OO) Poole, Mike 
(b) (6) Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4.cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a97 9dfec7257a1802-shenyu. fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d740f8a8cdd5Scbf8eb9da-Tim.Buchman] 
Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 

(b) (6) Jansen, Kathrin [ 0) © Kurilla, Michael (NIH/NCATS) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Young, John 
(b) (©) Biggs, Mary [ ) © Butcher, Tina [ OO) 
Demarcus [ OO) Macone, Erin [ 6) © Melencio, Cheryl (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 

(b) ( Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 


OO) Tolman, Brett [ oo Alvarez, Rosa [ ob) © 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Rose Li oo Dana Carluccio 
(b) (6) Rose Li Central Account [FNIH@roseliassociates.com]; Anderson, Margaret 
(b) 6) 


ACTIV Therapeutics-Clinical Working Group Meeting #2 
https://zoom.us/j, 6) © 


APAR0000023079-2515218 


Start: 4/16/2020 4:00:00 PM. 
End: 4/16/2020 5:30:00 PM 
Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, 

Attendees: Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
[T]; Buchman, Tim (OS/ASPR/BARDA) (CTR) 

Optional Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 

Attendees: (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [1]; Salathin, Carla; 
Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, Jonathan; Tolman, 
Brett; Alvarez, Rosa; Gonzalez, Nina; Rose Li; Dana Carluccio; Rose Li Central Account; Anderson, Margaret 


Dear COVID PPP Therapeutics-Clinical WG Members and Co-Chairs from other WGs, 


while I know our first WG meeting has not yet happened, we are trying to give you all as much advanced 
warning for the next meeting as we can; therefore, I am sending this invite to hold the time on your 
calendar. I will update with further information ahead of the meeting. 


Kind regards, 
Stacey, on Behalf of the TX-Clinical wG 


Join Zoom Meeting 


https: //zoom.us/j ob) © 
Meeting ID: (b) (6) 


Password: (b) (6) 
One tap mobile 

)) (6) us (New York) 
uS (chicago) 
Dial by vaur Tacation 
(b) (6) Us (New York) 
us (Chicago) 
US (Houston) 
Us (San Jose) 
US (San Jose) 


Meeting ID: 6) 
password: (b) 6” 
Find your local number: https://zoom.us/ — (b) (6) 


APAR0000023079-2515218 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 


Sent: 5/6/2020 2:41:38 AM 

To: Eric Hughes [ () © Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5270160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Akli | (b) ©) Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Naimish Patel (b) (©) Colvis, 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7 e84cce098457896b2df19fa172c87-ccolvis]; Young, John 
(b) (6) Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Poole, Mike 
[ (vb) (6) Buchman, Tim (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd5Scbf8eb9da-Tim.Buchman)]; 
Vincent, Michael [ (b) (©) Keith Gottesdiener [ (b) (6) Elliott Levy 
[ (b) (6) Wung, Peter /US [ 0) © Koroshetz, Walter (NIH/NINDS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f15 48cSec6-koroshetzw]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=060 1ca55a82841aba16353b96cff8ca9-ehiges]; Carlos O Garner 
[ (b) 6) Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc] 

cc: Elizabeth Kim [ (b) (6) Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=S001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [ ob) © Salathin, Carla [ 0) © (b) (6) (b) 6) 
Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
{T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 
[ (b) (6) Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe8 1b9b832e40acbf5fd03bcfd32930-walkerp1]; 
Ward, Jackie (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4114c7d13389454f89fe3411cb3a834f-wardjam] 

Subject: Follow-up from ACTIV TX-Clinical Agent Prioritization Subgroup Meeting #7 

Attachments: ACTIV_Therapeutics-Clinical_AP Sub-Group Meeting 7_Key Takeaways_05052020.pdf; 2020-05-03_TX- 
Clinical WG_Agent_Prioritization_Subgroup_Summary-Amended.pdf 


Dear TX-Clinical Agent Prioritization Subgroup, 


Please find attached a quick summary of the action items and suggestions for improvement in the review process that 
Elizabeth was kind enough to capture for us today. While | will send out the official summary, | thought it might be 
beneficial for you all to have this today. 


In addition, please find attached the modified summary from our final prioritization meeting for Wave 1 with additions 
from some of you captured. 


Thanks, 
Stacey 


ch Partnerships 
Foundation for the National Institutes of Health 


APAR0000005487-2515219 


Direct: (b) (6) Mobile: 0b) (© 
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11400 Rockville Pike, 


Ana 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 


Sent: 4/29/2020 12:33:49 PM 

To: Eric Hughes [ () © Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Akli | (b) ©) Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Naimish Patel (b) (6) Colvis, 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Young, John 

(b) (6) Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Poole, Mike 


[ (b) (6) Buchman, Tim (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd5Scbf8eb9da-Tim.Buchman]; 
Vincent, Michael [ (b) © Wung, Peter /US [ o)© Keith Gottesdiener 

[ (b) (6) Elliott Levy [ 0) (© Koroshetz, Walter (NIH/NINDS) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f15 48cSec6-koroshetzw]; Higgs, Elizabeth 
(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiges] 


cc: Elizabeth Kim [ (b) (6) Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=S001afS 2dc4a427 ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [ (b) (6) Salathin, Carla [ (b) 6) (b) (6) (b) 6) 


Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Lucas Smalldon 
[ (b) (6) 

Subject: Results of Wave 1 Triage, Wave 1 Agent Prioritization Score Sheet, and Directions 

Attachments: ACTIV Prioritization Criteria-2nd Stage Scoring Sheet-Wave 1 .xlsx; activ_compound_inventory_24apr20-v6.xlsx; 
activ_clinical_trials_inventory_22apr20.xlsx 


Dear TX-Clinical Agent Prioritization Subgroup, 


Thank all once again for a very productive and educational discussion yesterday. We truly appreciate all the time and 
effort you are committing to this. 


With our tie-breaker votes in (thanks Walter) and the discussion yesterday. | think we have the list for scoring down to a 
very manageable number, and as decided yesterday, we will breakup the list into agent subclasses and have just a 
subset of reviewers score each subclass that they personally feel they are well qualified to review: antivirals, host 
targeted/immune modulators, and symptomatic/supportive therapies. You all were kind enough to email me your 
choices so our group will be broken down into the following review groups: 

ivirals 
Libby Higgs 

John Young 

Ruxandra Draghia-Akli 
John Mellors 


Group 1 

Eric Hughes 
Naimish Patel 
Elliott Levy 


APAR0000005636-2515220 


Group 2 

Mike Vincent 
Peter Wung 

Keith Gottesdiener 


Symptomatic/Supportive 
Sarah Read 


Walter Koroshetz 
Tim Buchman 


You will notice that the Host Targeted/Immune Modulators reviewers are broken into 2 groups. This is because they 
ended up with the largest number of agents and the broadest categories of mechanisms. Therefore, we are splitting the 
agents and the review group in half to allow them to complete a thorough review in the short timelines that we are 
shooting for. You will see that the score sheet for the Host Targeted/Immune Modulators has also been split 
accordingly. 


As described yesterday, in the attached spreadsheet you will find the final triage report with all the rationale from the 
original triage to the right of the “Keep/Drop” column. This may or may not be helpful in your reviews. | am also once 
again attaching the compiled data spreadsheet such as it is, knowing that it may be helpful to some and some may 
choose to do their own research. However, both this and the clinical trials report are attached for those who will find 
them useful. 


For the instructions for scoring, these are simple. 

4. Open the ACTIV Prioritization Criteria-2™ Stage Scoring Sheet-Wave 1 and then find the appropriate tab for 
the group above that you have selected to score. 

2. Review your compounds according to all criteria across the top of the sheet and the scoring rubric within the 
drop-down menus for each criteria. With one exception, if the availability of the compound is unknown to you, 
you may leave this criteria blank and we will work to figure this out after the highest ranking agents are selected. 

3. Record your scores in the spreadsheet. 


4, Return the spreadsheet to myself and Elizabeth Kim OO) ) by 8 am, Friday, May 1, if at all 
possible. (if you are going to miss this deadline, please let us know by Thursday evening so we can plan 
accordingly.) 


5. Elizabeth and | will then tally the scores and prepare the reports for our meeting on Friday afternoon for 
discussion and any adjudication necessary by the group. 


As always, if you have any questions or need anything from us that we can help with, please do not hesitate to reach 
out. We will also have a meeting on Thursday afternoon to address any questions the group might have ahead of 
finalizing your score sheets. This will also allow our advisory members to weigh in on the lists, as well. 


Thank you in advance for all your hard efforts! 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National [nstitutes of Health 


Dir (b) (6) Mobile: () (© 
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From: 


Sent: 
To: 


cc; 


Alvarez, Rosa Maria [ (b) (6) 

6/24/2020 1:19:34 PM 

Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; david.j. (b) ©) 
Punturieri, Antonello (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cbSe933c6ee7a6bc7-punturieria]; Fessel, Josh (NIH/NHLBI) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; (b) (6) ; 
) (© Hild, Sheri (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; (b) 6) 
(b) ©) b) © &) © (b) © 


(b) (6) Baric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e3Sab1d3044465a7790ee4ded5bc32-rbaric.emai]; 

&) © Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae4 15aa3d85ac09cb76f85-DEMINGD.fda]; 

(b) (6) (b) (6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; 
Collins, Francis (NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 

) (6) Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe22f801f9 146ef901 16c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
[ (b) (6) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Tomas Cihlar 
{ ) 6) Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA) [ (b) (6) 
Charette, Marc (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf] 
Wholley, David (FNIH) (T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Desrosiers, Betsy 
(b) (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f9795 1253cd54153b5daa9d99ad4ec90-EricHughes]; Jansen, Kathrin 
(b) ( Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1 e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc695265/80-santosmr]; Adam, Stacey (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Kim, Elizabeth 


(Ol) Tolman, Brett [ ow Wachtel, Jonathan ov) © 
Prabhavathi Fernandes [ oo Diamond, Michael [ OO) Rose Li 
&) © Dana Carluccio [ © Lagos, Enrique (NIH/NCATS) 


APARO000000010-2515221 


E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 
(b) (6) ; Dave Frankowski [ (b) (6 Baric, Toni C 

(&) (6) Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c569027 18a-lowyd); Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=03d589f440d8469 1ac0a530e4ba6cebS-haigwoon.oh]; Stratton, Benjamin 
) (6) Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel] 

Subject: RE: ACTIV Preclinical full working group 


Hi all, 


Please see below for our agenda for today’s meeting. Let us know if you have any questions. 


Agenda Topic Duration Facilitator 


Sam Jonson, 
Nancy Haigwood, 
30 mins Clint Florence, 
Liz Ottinger, 
Judith Hewitt 


Debrief from sub group meetings (Sub Group leads) 
* Data Portal Implementation 
* — In vivo strategy 
* BSL3/4 Network Implementation 


Kara Carter, 


Debrief on status of the Pandemic Response SOP manuscript submission 10 mins 
Jay Grobler 
Align on next steps and owners 10 mins dos ManetsKt; 
Rosa Alvarez 
Regards, 


Joe and Rosa 


Original Appointment’ 


From: Menetski, Joseph (FNIH) [T] < OO) 

Sent: Tuesday, April 14, 2020 6:44 PM 

To: Menetski, Joseph (FNIH) [T]; 0) © Punturieri, Antonello (NIH/NHLBI) [E]; Fessel, Josh (NIH/NHLBI) 
(E]; 0b) © ©) © Hild, Sheri (NIH/OD) [E]; (b) 6) 


APARO0000000010-2515221 


(b) (6) 0) ©) oe) © (6) 6) 


(b) (6) Baric, Ralph; oOo Ottinger, Elizabeth (NIH/NCATS [E]; Colvis, Christine 
(NIH/NCATS) [E]; Hewitt, Judith (NIH/NIAID) [E]; Deming, Damon (FDA/CDER); &) © 
) 6) Parker, Ashley (NIH/OD) [E]; Collins, Francis (NIH/OD) [E]; %) © Adams, 


Peter (OS/ASPR/BARDA); Rao, Srinivas; Qashu, Felicia (NIH/OD) [E]; Tomas Cihlar; Pitt, Margaret L CIV USARMY 
MEDCOM USAMRIID (USA); Charette, Marc (NIH/NHLBI) [E] 

Cc: Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Desrosiers, Betsy; 
Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; 
Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa 
Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; Rose Li; Dana 
Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; 
Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; 
Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin; Gadbois, Ellen (NIH/OD) [E] 

Subject: ACTIV Preclinical full working group 

When: Wednesday, June 24, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://fnih.zoom.us/ 0) © 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https://fnih.zoom, ©) © 


Meeting ID: (b) (6) 
Password: (b) (6) 
One tap mobile 
(b) (6) Us (Germantown) 
US (Chicago) 


Dial by your location 
(b) (6) US (Germantown) 
US (Chicago) 
US (New York) 
US (San Jose) 
US (San Jose) 
US (Tacoma) 
US (Houston) 
Meeting ID: (b) (6) 
Password: (b) (6) 
Find your local number: https://fnih.zoom. (b) (6) 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 


("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients. Please see www.deloitte.com/about to learn more. 
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From: Parker, Ashley (NIH/OD) [€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEO6EBD70-PARKERAS] 

Sent: 5/14/2020 2:19:48 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Myles, Renate (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Kolberg, Rebecca (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=30071513c5a8433a98883fd78d360a91-kolbergr] 

Ce: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e5 7f267323b43cO8be856acb5b964ca-burklowj]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
IT] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Meltzer, Abbey (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8852e698e5382-meltzerak] 

Subject: RE: JAMA Viewpoint on ACTIV: please review 


To be clear the new WG members are on this email thread below but we will need to add them to draft webpage once 
we have permission to list their names. 


+ Abbey. 


Thanks, 
Ashley 


From: Parker, Ashley (NIH/OD) [E] 
Sent: Thursday, May 14, 2020 10:16 AM 


To: Collins, Francis (NIH/OD) [E] < (b) (6) Myles, Renate (NIH/OD) [E] < ©) © Kolberg, 
Rebecca (NIH/OD) [E] < ) ©) 

Ce: Burklow, John (NIH/OD) [E] < (b) © Tabak, Lawrence (NIH/OD) [E] < (b) (6) 
Wholley, David (FNIH) [T] < (b) (6) Melencio, Cheryl (FNIH) [T] < (b) (6) 


Subject: RE: JAMA Viewpoint on ACTIV: please review 
Hi Francis, 
David forwarded the emails this morning. Please see below to make it easy to send. 


I’ve pasted a slightly revised draft email OCPL provided (to also cc Renate, Abbey and David?). Renate — there are a few 
new members working group members, we can work together to update the list. 


To: 
Cc: Myles, Renate (NIH/OD) [E] (b) (6) ; Meltzer, Abbey (FNIH) [T] ob) © ; Wholley, David 
(FINIH) [T] (b) ©) 
Bcc: Stoffels, Paul (b) (6) 5 Fauci, Anthony (NIH/NIAID) [E] 
< (b) (6) >; Gibbons, Gary (NIH/NHLBI) [E] < ov) © >; Pao, William 

0) (© Woodcock, Janet (FDA/CDER) ob) © 

0) © _Arvin, Ann ob) © Buchbinder, Susan 

< (b) (6) Corey, Larry oo Davis, Mark ) (© Emini, 
Emilio (b) (6) >; Hanon, Emmanuel (b) © >; Haynes, Barton 
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) (© >; Hotez, Peter 6) © >; Jansen, Kathrin 0) © 
Lanzavecchia, Antonio &) © >; Lowy, Douglas (NIH/NCI) [E] (b) 6) ; Marks, Peter 
(FDA/CBER) (b) (6) Mascola, John (b) (6) >; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) (b) ; Offit, Paul (b) (6) ; Parker, Ashley (NIH/OD) [E] 
4 (b) (6) Santos, Michael (FNIH) [T] (OO) Santos, Nancy (b) (6) ; 
Schuitemaker, Hanneke &) ©) ; Tartaglia, Jim < ob) © Tolman, Brett 
(b) (6) Zaks, Tal bo) © >; Qashu, Felicia (NIH/OD) [E] () © 
Michael, Nelson, (b) (6) Adam, Stacey (FNIH) [T] (vb) (6) ; Bascles, Lionel 
(b) (6) ; Cohen, Myron 0) © >}; Corey, Larry (bv) (6) 
Desrosiers , Betsy 0) © Dickens, Jim (NIH/NCATS) [C] 0) (© 5 
Doroshow, James (NIH/NCI) [E] < (b) (6) Goff, David (NIH/NHLBI) [E] < 0) © Heaton, 
Penny (b) (6) >; Kurilla, Mike (b) (©) ; Nayak, Seema (NIH/NIAID) [E] 
(b) (©) >; Parker, Ashley (NIH/OD) [E]  (b) (6) ; Payton, Manzine 
(b) (6) >; Resnansky, Laura (b) (6) Srinivasan, Badhri 
< (b) (6) Stein, Peter (FDA/CDER) < ) ©) Karen (ENIH) [T 
3 (b) (6) ; Vincent, Mike (b) ©) >; Wachtel, Jonathan < (b) (6) id] 
Woodcock, Janet (FDA/CDER) < (b) (6) (b) (© ; Sizemore, Christine 
(NIH/FIC) [E] (b) (6) Victoria Davey bo) © Qashu, Felicia (NIH/OD) [E] 
(b) (6) Weinmann, (b) (6) >; Mensah, () 6 ; 
Adam, Stacey (FNIH) [T] (b) © ; Bozzette, Sam (NIH/NCATS) [E] (b) (6) >; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) < (b) (6) Butterton, Joan 0) (©) Currier, Judy 
(b) ©) De Claro, R. Angelo (FDA/CDER) (ve) ©) Draghia-Akli, Ruxandra 
(b) (6) >; Eisner, Mark (b) (6) ; Garner, 
(b) 6) Gottesdiener, Keith < (b) (© Hughes, Eric 
(b) (6) >; Kim, Elizabeth < (OO) LaVange, Lisa (b) 6) >; Lewy, Elliot 
(b) (6) ; Mellors, John (b) (6) ; Menon, Sandeep (b) (6) >; Parker, 
Ashley (NIH/OD) [E] < (b) ©) >; Patel, Naimish (Peppercorn, Amanda 
(b) 6) ; Poole, Mike 0) © Proschan, Michael 
(b) (6) Read, Sarah (b) 6) >; Santos, Michael (FNIH) [T] (b) (6) >Shen, 
Yuan Li (FDA/CDER) (b) (6) y>; Stein, Peter (FDA/CDER) (b) 
< (b) (6) Koroshetz, Walter 0) © Farley, John (b) (© at 
bo) © ; ) © ; Qashu, Felicia< (b) (6) >; Burgess, 
Timothy< (b) (6) Reineck, Lora (b) (6) Aggarwal, Neil (b) (6) 


Subject: ACTION: Making your ACTIV Participation Public 
Dear Colleagues: 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed as part of the ACTIV membership. 


Thanks, 
Francis 


Francis Collins, MD, PhD 
NIH Director 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 7/30/2020 1:52:42 AM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabe42247548e5967 78304f781f-austinc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 


feed Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e 1cf101c0943414-adamsj4] 
Subject: RE: [EXTERNAL] Materials for July 29 ACTIV Executive Committee Teleconference 


Stacey said there is collection of samples for genetic characterization in ACTIV-3. Copying her for clarification. 


From: Lane, Cliff (NIH/NIAID) [E] < ) 6 

Sent: Wednesday, July 29, 2020 6:20 PM 

To; Wholley, David (FNIH) [T] < (b) (6) Collins, Francis (NIH/OD) [E] < (b) (6) Freire, Maria 
(FNIH) [T] < (b) (6) Austin, Christopher (NIH/NCATS) [E] < (b) (6) Tabak, Lawrence (NIH/OD) 
[E] < () (© Anderson, James (NIH/OD) [E] < () © Parker, Ashley (NIH/OD) [E] 
5 (b) 6) 


Subject: Re: [EXTERNAL] Materials for July 29 ACTIV Executive Committee Teleconference 


lam not aware of plans to do any genomics in ACTIV-3 as written. My guess it a similar situation for ACTIV-2. One could 
do amendments to add genomics but | am not advocating that approach given the time/complexity it would add. As 
noted, we have large observational cohort studies looking at genomics. | think it is something we could ask Team 2 to 
evaluate in the context of the treatment studies. 


Cliff 
From: "Wholley, David (FNIH) [T]" ) © 
Date: Wednesday, July 29, 2020 at 5:58 PM 
To: "Collins, Francis (NIH/OD) (E]" < (OX) "Freire, Maria (FNIH) [T]"< (b) (6) 
"Austin, Christopher (NIH/NCATS) [E]" ob) © >, "Lane, Cliff (NIH/NIAID) [E]" 

(b) (6) >, Lawrence Tabak (b) (6) "Anderson, James (NIH/OD) [E]" 
< (b) (6) “Parker, Ashley (NIH/OD) [E]" (b) © 


Subject: RE: [EXTERNAL] Materials for July 29 ACTIV Executive Committee Teleconference 
Francis, | composed the following reply to Robert for your consideration. |’m happy to send it (he wrote to both of us) or 
you can; feel free to edit of course in either case. Cliff, please weigh in on how | have characterized the NIAID study you 


mentioned this morning. Thanks 


Hi Robert: 
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Point taken. As always, we have to balance the benefits associated with genetic testing vs. the burden on sites of 
collection and banking and the need to make sure our trials are progressing as rapidly as possible. ACTIV-3 and ACTIV-4 
are indeed planning to collect material for genetic testing from a reasonable subset of participants. ACTIV-1 does not 
have that in plan at this point, but may be willing to consider a substudy at more high functioning sites. This would be a 
hard sell for ACTIV-2, of course, as it is an outpatient cohort. FYI, NIAID is also planning a fairly large observational study 
that will include genetic analysis. Please let me know if you have other thoughts. 


Regards, 

David 

From: Collins, Francis (NIH/OD) [E] (b) (©) 

Sent: Wednesday, July 29, 2020 7:43 AM 

To: Freire, Maria (FNIH) [T] oo Wholley, David (FNIH) [T] () © Austin, Christopher 
(NIH/NCATS) [E] < (b) © Lane, Cliff (NIH/NIAID) [E] © Tabak, Lawrence (NIH/OD) 
ita} (b) (6) >; Anderson, James (NIH/OD) [E] (b) (©) ; Parker, Ashley (NIH/OD) [E] 
3 (b) 6) 


Subject: FW: [EXTERNAL] Materials for July 29 ACTIV Executive Committee Teleconference 


From: Plenge, Robert bo) © > 
Sent: Wednesday, July 29, 2020 7:33 AM 
To: Wholley, David (FNIH) [T] (b) (6) ; Collins, Francis (NIH/OD) [E] (b) (6) 


Subject: Re: [EXTERNAL] Materials for July 29 ACTIV Executive Committee Teleconference 


Given the recent genetic data (h: x 
WES) in ACTIV trials to guide future repurposing? 


From: "Melencio, Cheryl (FNIH) [T]" b) © > on behalf of "Wholley, David (FNIH) [T]" 
(b) (6) 
Date: Tuesday, July 28, 2020 at 10:55 PM 
To: "Austin, Christopher (NIH/NCATS) [E]" (b) (6) , "Bancel, Stephane" 
< (b) 6) “Carter, Kara" () (© "Cavaleri, Marco" 
() (© “Cihlar, Tomas" oo >, "Collins, Francis (NIH/OD) 
(E]" () (6) "Corey, Larry" < ) ©) "Culp, Michelle (NIH/OD) [E]" 
< (b) 6) "Disbrow, Gary (OS/ASPR/BARDA)" < 6) © "Dolsten, Mikael" 
< ) (© “Erbelding, Emily (NIH/NIAID) [E]" < (b) ©) "Erck, Stan" 
< (b) (6) “Fauci, Anthony (NIH/NIAID) [E]" <a o) © “Freire, Maria (FNIH) [T]" 
< (bv) (6) "Gadbois, Ellen (NIH/OD) [E]"< 6) © “Gibbons, Gary (NIH/NHLBI) [E]" 
(b) (6) >, "Hudson, Thomas" < (b) (6) "James, Stephanie (FNIH) [T]" 
< b) © "Johnson, Robert (OS/ASPR/BARDA)" <Robe OO) "Kramer, Lynn" 
(b) (6) “Lane, Cliff (NIH/NIAID) [E]" < b) © “Lepore, John" 
0) 6 “Marks, Peter (FDA/CBER)" < ) © hs.gov>, "Marston, Hilary 
(NIH/NIAID) [E]" (b) © >, "Mascola, John (NIH/VRC) [E]" < OO) 
"Meeker, David" < OO) “Menetski, Joseph (FNIH) [T]" < (b) (6) 
"“Messonnier, Nancy (CDC/DDID/NCIRD/OD)" () (©) >, "Pandya, Hitesh" 
o)© >, "Pangalos, Mene" < (b) (6) “Pao, William" 
(b) (6) “Parker, Ashley (NIH/OD) [E]" (b) (6) >, "Paul, Steve" 
(b) (6) >, "Perlmutter, Roger" 0b) © >, "Plenge, Robert" 
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< (6) (6) “Plump, Andy" (b) 6) >, Rachel Ramoni 


< (b) (6) >, "Rasi, Guido" (b) (6) 1, "Reed, John" 
(b) (6) >, "Reese, David" < (b) (© "Rouse, Doris" < 0) (© "Santos, 
Michael (FNIH) [T]" (b) (©) >, "Skovronsky, Daniel" < ob) © >, “Stein, Peter 
(FDA/CDER)" 0) © >, "Stoffels, Paul" (b) (6) >, “Tabak, Lawrence (NIH/OD) 
(Ey* (b) (6) "Talley, Michael" (b) (6) >, "Tsai, John" 
(b) (6) >, "Vessey, Rupert" < (b) (6) "Virgin, Skip" < (b) (6) 
"Wholley, David (FNIH) [T]"< OO) "Woodcock, Janet (FDA/CDER)" 
(vb) 6) >, "Young, John" (bv) 6) >, "Colvis, Christine (NIH/NCATS) 
[E]"< (b) 6) >, "Desrosiers, Betsy" [OLO} >, Eric Hughes 
(b) 6) >, Jansen, Kathrin" < (b) (©) "“Kurilla, Michael (NIH/NCATS) 
(E]" (b) (6) “Lowy, Douglas (NCI)" 0) (© "Read, Sarah (NIH/NIAID) [E]" 
(b) ©) , "Young, John" (b) (6) > 
Cc; "Bianchi, Diana (NIH/NICHD) [E]" < (b) (6) >, “Byrnes, Noni (NIH/CSR) [E]" 
(b) (6) >, "Glass, Roger (NIH/FIC) [E]" (b) (©) >, "Hodes, Richard (NIH/NIA) [E]" 
< (bv) (6) "Koob, George (NIH/NIAAA) [E]" (b) (6) “Koroshetz, Walter 
(NIH/NINDS) [E]" (b) (©) >, "Langevin, Helene (NIH/NCCIH) [E]" 
(b) (6) “Norris, Andrea (NIH/CIT) [E]" (b) (6) "Perez-Stable, Eliseo 
(NIH/NIMHD) [E]" ) 6 "Rodgers, Griffin (NIH/NIDDK) [E]" 
(b) (6) >, "Schwetz, Tara (NIH/OD) [E]" (b) (6) "Sharpless, Norman 
(NIH/NCI) [E]" (b) (6) “Tucci, Debara (NIH/NIDCD) [E]" (b) (6) S, 
"Tumminia, Santa (NIH/NEI) [E]" 0b) © "Volkow, Nora (NIH/NIDA) [E]" 
(b) (6) "Woychik, Rick (NIH/NIEHS) [E]" < (b) (©) “Adam, Stacey (FNIH) [T]" 
< (b) (6) “Alvarez, Rosa" < (b) (6) "Anderson, Margaret" 
4 (b) (6) "Chen, Helen" (b) 6) “Elsaid, Olivia" 
(&) ©) , "Gonzalez, Nina" < ) 6) "James, Stephanie (FNIH) [T]" 
<sja, (b) (6) “Menetski, Joseph (FNIH) [T]"< ob) © "Santos, Michael (FNIH) [T]" 
<msant (b) (©) "Stratton, Ben" (b) 6) “Tolman, Brett" (b) (6) 
“Tountas, Karen (FNIH) [T]" (6) (© >, “Wachtel, Jonathan" < 6) © “Wholley, 
David (FNIH) [T]" (b) (6) “Anderson, James (NIH/OD) [E]" (b) © 
"Burklow, John (NIH/OD) [E]" <b (b) (6) "Castillejos, Carlos" (b) (6) "Culp, 
Michelle (NIH/OD) [E]" (b) (©) FNIH Central Account (b) (6) >, "Freire, 
Maria (FNIH) [T]"< (b) (6) "Gadbois, Ellen (NIH/OD) [E]" < (b) ©) "Wolinetz, 
Carrie (NIH/OD) [E]" 0) (© “Burklow, John (NIH/OD) [E]" ob) © 
"Gorman, Greta (FNIH) [T]" OO) , "Hallett, Adrienne (NIH/OD) [E]" 
(b) 6) “Meltzer, Abbey (FNIH) [T]" OO) >, "Myles, Renate (NIH/OD) [E]" 
(b) (6) >, "Melencio, Cheryl (FNIH) [T]" 6) (© 
Subject: [EXTERNAL] Materials for July 29 ACTIV Executive Committee Teleconference 
Resent-From: <;p (b) (6) 


[Use CAUTION when opening links/attachments] 
Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 


Please see attached the PowerPoint slides, including the agenda, for our meeting (via Zoom) from 2:30 PM to 4:00 PM 
Eastern U.S. time tomorrow, Wednesday July 29. | have also attached notes from our July 1 Leadership Team meeting as 
well as our last ACTIV EC meeting on July 15. 


The Zoom meeting information is: 


Join Zoom Meeting 
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https://fnih.zoom.us, (b) (6) 


Meeting ID: ob) © 
Password: (b) (6) 
One tap mobile 
ob) © US (Germantown) 
US (Chicago) 


Dial by vour location 
) ©) JS (Germantown) 

JS (Chicago) 
JS (New York) 
JS (San Jose) 
JS (San Jose) 
JS (Tacoma) 
JS (Houston) 
zilgium 
Igium 
sigium 
algium 
algium 
canada 
canada 
canada 
canada 
canada 
‘rance 
‘rance 
‘rance 
*rance 
*rance 
apan 
apan 
apan 
Italy 

Italy 
Italy 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
MeetingID: — (b) (6) 
Password: (b) (6) 
Find your local number: https://fnih.zoom. (b) (6) t 
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Please let Joe Menetski or Cheryl Melencio here at FNIH (copied) know if you are having any problems connecting. | look 
forward to a productive meeting. 


Regards, 

David 

David Whoiley 

Senior Vice-President, Research Partnerships 


Foundation for the National Institutes of Health 


MOK) 
f is 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
us an organization that exceeds industry standards, 


This message (including any attachments) may contain confidential, proprietary, privileged and/or private information. The 
information is intended to be for the use of the indi ividuai or entity designated above. If you are not the intended recipient 
of this message, please notify the sender f and delete the message and any attachments. Any disclosure, 
reproduction, dis! tion or other use of this message or any attachments by an individual or entity other than the 

intended recipient is prohibited. 
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Sent: 7/31/2020 7:22:46 PM 
Subject: FW: ACTIV Innovation Playbooks for the COVID-19 clinical trial environment 
Attachments: ACTIV Innovation Playbooks.zip 


From: Tountas, Karen (FNIH) [T] < ob) © 

Sent: Friday, July 31, 2020 3:12 PM 

To: Bascles, Lionel < (b) (6) Cohen, Myron < (b) (6) Corey, Larry 

< (b) ©) Victoria Davey < 0) © Desrosiers , Betsy 

< (b) (6) Dickens, Jim (NIH/NCATS) [C] < (b) (© Doroshow, James 
(NIH/NClI) [E] < () (6) Garner, Carlos < ) (©) Goff, David (NIH/NHLBI) [E] 

< (b) 6) Kurilla, Michael (NIH/NCATS) [E] < ) (6) Mensah, George (NIH/NHLBI) [E] 
< &) © Nayak, Seema (NIH/NIAID) [E] < ) © Payton, Manizhe (NIH/NIAID) [E] 
< (b) (6) Resnansky, Laura < 0) © Sizemore, Christine (NIH/FIC) [E] 

< (b) ©) Srinivasan, Badhri < (b) (6) Stein, Peter (FDA/CDER) 

< (b) (6) Takas, Therese < b) © Vincent, Mike 

<q (b) (6) Weinmann, Gail (NIH/NHLBI) [E] < (b) (6) Heaton, Penny 

4 &) ©) 

Cc: Wachtel, Jonathan < oo) © Adam, Stacey (FNIH) [T] < (b) 6) Anderson, Margaret 
< (b) (6) Parker, Ashley (NIH/OD) [E] < (b) (6) Culp, Michelle (NIH/OD) [E] 
< (b) (6) Gadbois, Ellen (NIH/OD) [E] < ) © Gonzalez, Nina 

< (b) (6) James, Stephanie (FNIH) [T] < (b) 6) Kenny, Dermot 

< (b) (6) Kublin, James < ob) © Menetski, Joseph (FNIH) [T] 

< (b) (6) Qashu, Felicia (NIH/OD) [E] <felicia. (b) (6) Santos, Michael (FNIH) [T] 

< (b) (6) Wholley, David (FNIH) [T] < ov) © Melencio, Cheryl (FNIH) [T] 

< (b) (6) Woodcock, Janet (FDA/CDER) <Janet. &) ©) 


Subject: ACTIV Innovation Playbooks for the COVID-19 clinical trial environment 
Dear Clinical Trial Capacity Working Group Members, 


[am pleased to distribute final versions of the five ACTIV Innovation Playbooks (zip file attached). 
¢ eCOA (Electronic Clinical Outcomes Assessments) 
e = eConsent 
« Mobile Nursing 
« Remote Source Data Verification (SDV) 
e Site Training/Tools 


‘playbooks’ are designed specifically to provide high-level guidance for conducting clinical trials in the COVID-19 


sites; documents such as checklists, sample letters and meeting agendas, materials to conduct due diligence activities, 
procedure manuals, and more; and potential vendor lists, which may not be complete, but are meant as a place to start. 

The playbooks are provided to you as Microsoft Word documents rather than pdf so that you may easily open and save the 
imbedded materials to modify and use. Thank you to our academic, NIH, and pharma colleagues for the enormous amount 
of time and effort given to producing these playbooks and for sharing your knowledge and materials. 


Also attached is an Innovations Quick Reference Guide that provides a brief introduction to many other virtual, digital, 
online technology solutions or innovations that are becoming increasingly relevant in the COVID-19 clinical trial 
environment. This is not meant to be a comprehensive list of solutions for clinical trials in general, rather these 
innovations may help with expeditious and efficient clinical trial execution in the COVID-19 environment. Again, thank 
you to those on the Innovations Sub-WG who put their heads together and came up with this list and the accompanying 
considerations. 
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Please share these resources with your teams. 


With my very best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Mana; 
Foundation for the Natior 
(b) ©) fnih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


I Enstitutes of Health 


Donate to the FNIH’s Pandemic Response Pund to combat COVID-19: fnih.org/pandemic 


#NIH RANDEMIC 
RESPONSE FUND 
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From: Parker, Ashley (NIH/OD) [€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEO6EBD70-PARKERAS] 


Sent: 8/26/2020 11:43:09 AM 

To: Allen-Gifford, Patrice (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=67262490d6d44 1b48efec1aff0700250-allengiffor) 

Subject: RE: Note to ICDs: Materials for August 26 ACTIV Partnership Leadership Team Teleconference 


Ok, thank you. 


From: Allen-Gifford, Patrice (NIH/OD) [E] < 0) 6 

Sent: Wednesday, August 26, 2020 7:34 AM 

To: Parker, Ashley (NIH/OD) [E] < (b) (©) 

Subject: RE: Note to ICDs: Materials for August 26 ACTIV Partnership Leadership Team Teleconference 


Yes, thanks, | was on but I’m not sure all of them were. Also, | am including the entire zoom link info (include call in #s 
although | think just the zoom info should be sufficient. 


From: Parker, Ashley (NIH/OD) [E] (b) (6) > 
Sent: Wednesday, August 26, 2020 7:32 AM 
To: Allen-Gifford, Patrice (NIH/OD) [E] ) (© > 


Subject: RE: Note to ICDs: Materials for August 26 ACTIV Partnership Leadership Team Teleconference 
That's a great idea — it was the COVID-19 ICD Update conference call. 


Thanks, 
Ashley 


From: Allen-Gifford, Patrice (NIH/OD) [E] (b) (6) 

Sent: Wednesday, August 26, 2020 7:28 AM 

To: Parker, Ashley (NIH/OD) [E] < () 6 

Subject: RE: Note to ICDs: Materials for August 26 ACTIV Partnership Leadership Team Teleconference 


Thanks Ashley. | have it ready to go and had made the same adjustments. One question: rather than conference call, 
should it reference the COVID-19 call so ICDs who didn’t participate in that won't think they missed an ICD meeting? 


From: Parker, Ashley (NIH/OD) [E] (b) (6) > 

Sent: Wednesday, August 26, 2020 7:25 AM 

To: Collins, Francis (NIH/OD) [E] (b) (6) >; Allen-Gifford, Patrice (NIH/OD) [E] __ (b) (6) 

Cc: Wholley, David (FNIH) [T] (b) (6) >; Melencio, Cheryl (FNIH) [T] < 0) (©) >; Gladman, Jordan 
(NIH/OD) [E] () © 


Subject: RE: Note to ICDs: Materials for August 26 ACTIV Partnership Leadership Team Teleconference 
Thank you, Francis. 
Good morning Patrice, 


I've made a few adjustments to the email below to go out to the ICD ONLY list this morning and reattached the 
materials. 
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Thanks, 


Ashley 

To: 

Ce: ) © >; Melencio, Cheryl (FNIH) [T] 0) 6 
Bec: Parker, Ashley (NIH/OD) [E] ob) © 


Dear Colleagues, 


As discussed during our conference call yesterday, ICDs (principals only please; no surrogates or additional staff) are 
invited to join the virtual ACTIV leadership team meeting today August 26, 3:00-4:00pm. Please see the attached 
materials and link below. If you are able to join please ensure David Wholley and Cheryl Melencio know you are 
available to attend and please remain in “listen-only’ mode during the meeting. 


Thank you, 

Francis 

From: Collins, Francis (NIH/OD) [E] ob) (© 

Sent: Wednesday, August 26, 2020 5:57 AM 

To: Parker, Ashley (NIH/OD) [E] (OO) > 

Cc: Wholley, David (FNIH) [T] (&) (6) >; Melencio, Cheryl (FNIH) (T] (&) (6) >; Gladman, Jordan 
(NIH/OD) [E] (b) © >; Allen-Gifford, Patrice (NIH/OD) [E] ( 


Subject: RE: Note to ICDs: Materials for August 26 ACTIV Partnership Leadership Team Teleconference 


Be sure to change the text of the e-mail from “tomorrow” to “today”. 


From: Collins, Francis (NIH/OD) [E] 
Sent: Wednesday, August 26, 2020 5:56 AM 


To; Parker, Ashley (NIH/OD) [E] (b) (6) 
Cc: Wholley, David (FNIH) [T] < (b) (6) Melencio, Cheryl (FNIH) [T] (b) (6) Gladman, Jordan 
(NIH/OD) [E] ob) © ; Allen-Gifford, Patrice (NIH/OD) [E] (b) (6) 


Subject: RE: Note to ICDs: Materials for August 26 ACTIV Partnership Leadership Team Teleconference 


Yes, this note would be great. Looping in Exec Sec to ask that it be sent first thing this morning. 


Francis 

From: Parker, Ashley (NIH/OD) [E] < (b) (6) 

Sent: Tuesday, August 25, 2020 10:52 PM 

To: Collins, Francis (NIH/OD) [E] oo 

Cc: Wholley, David (FNIH) [T] 0b) © Melencio, Cheryl (FNIH) [T] < ov) © Gladman, Jordan 
(NIH/OD) [E] (b) (6) 


Subject: Note to ICDs: Materials for August 26 ACTIV Partnership Leadership Team Teleconference 
Importance: High 


Hi Francis, 


To ensure the ICDs receive the information for the ACTIV LT meeting tomorrow — would you like to forward the 
following to the ICD only list. Below is a draft note for consideration. 


To: ICD-ONLY-L@LIST.NIH.GOV 
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Cc: Wholley, David (FNIH) [T] < ) (6) Melencio, Cheryl (FNIH) [T] 0) (© 
Dear Colleagues, 


As discussed during our conference call this afternoon, ICDs (principals only please; no surrogates or additional staff) 
are invited to join the virtual ACTIV leadership team meeting tomorrow August 26, 3:00-4:00pm. Please see the 
attached materials and link below. If you are able to join please ensure David Wholley and Cheryl Melencio know you 
are available to attend and please remain in “listen-only” mode during the meeting. 


Thank you, 
Francis 
From: Melencio, Cheryl (FNIH) [T] < On) On Behalf Of Wholley, David (FNIH) [T] 
Sent: Tuesday, August 25, 2020 9:47 PM 
To: Austin, Christopher (NIH/NCATS) [E] < (b) (6) Bancel, Stephane 
< (b) (6) Carter, Kara (bv) (6) Cavaleri, Marco 
(b) (6) Cihlar, Tomas ob) © >; Collins, Francis (NIH/OD) [E] 
(b) (6) >; Corey, Larry (b) © ; Culp, Michelle (NIH/OD) [E] < (b) (6) 
Disbrow, Gary (OS/ASPR/BARDA) < (&) (6) ; Dolsten, Mikael (b) 6) Erbelding, 
Emily (NIH/NIAID) [E] < (b) (© Erck, Stan 0) (6) >; Fauci, Anthony (NIH/NIAID) [E] 
(b) (6) >; Freire, Maria (FNIH) [T] o) © Gadbois, Ellen (NIH/OD) [E] 
(b) 6) ; Gibbons, Gary (NIH/NHLBI) [E] (&) (©) >; Hudson, Thomas 
(b) (6) >; James, Stephanie (FNIH) [T] (b) (©) ; Johnson, Robert (OS/ASPR/BARDA) 
(b) (6) >; Kramer, Lynn (b) (6) Lane, Cliff (NIH/NIAID) [E] (b) (6) 
Lepore, John (b) (6) ; Marks, Peter (FDA/CBER) (b) (6) >; Marston, Hilary 
(NIH/NIAID) [E] (b) 6) y>; Mascola, John (NIH/VRC) [E] (b) (6) Meeker, David 
< (b) (6) Menetski, Joseph (FNIH) [T] < (b) (6) Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) 0) © >; Pandya, Hitesh ) ©) >; Pangalos, Mene 
(b) (6) >; Pao, William (b) (© >; Parker, Ashley (NIH/OD) [E] 
(b) ©) Paul, Steve (b) (6) >; Perlmutter, Roger (b) 6) 
Plenge, Robert (b) (6) n>; Plump, Andy (b) (©) >; Rachel Ramoni 
< (b) (6) Rasi, Guido < (b) (6) Reed, John < (b) (6) Reese, David 
< (b) (6) Rouse, Doris < () Santos, Michael (FNIH) [T] < (b) (6) Skovronsky, 
Daniel (b) (6) Stein, Peter (FDA/CDER) (b) (6) : Stoffels, Paul 
< (b) (6) Tabak, Lawrence (NIH/OD) [E] (b) (6) >; Talley, Michael 
< (b) 6) >; Tsai, John (b) (6) Vessey, Rupert (b) (6) ; Virgin, Skip 
(b) 6) Wholley, David (FNIH) [T] (b) (© Woodcock, Janet (FDA/CDER) 
< (b) (6) >; Young, John ) (© Colvis, Christine (NIH/NCATS) [E] 
(b) (6) >; Desrosiers, Betsy oo Eric Hughes 
< (b) (6) Jansen, Kathrin (b) 6) Kurilla, Michael (NIH/NCATS) [E] 
(b) © ; Lowy, Douglas (NCI)< (b) (6) Read, Sarah (NIH/NIAID) [E] (b) © 
Young, John (b) 6) > 
Cc; Adam, Stacey (FNIH) [T] (b) (6) Alvarez, Rosa ) © Anderson, Margaret 
(b) (6) Chen, Helen (b) (6) >; Elsaid, Olivia (b) (6) >} 
Gonzalez, Nina 0) © : Hawk, Harrison (b) (© Menetski, Joseph (FNIH) [T] 
< (b) (6) Santos, Michael (FNIH) [T] ov) © ; Stratton, Benjamin (b) (6 b; 
btolman (b) (6) Tountas, Karen (FNIH) [T] < woo Wachtel, Jonathan 
(b) (6) Wholley, David (FNIH) [T] ) (© >; Anderson, James (NIH/OD) [E] 
< (b) (6) Austin, Christopher (NIH/NCATS) [E] 6) © >; Burklow, John (NIH/OD) [E] 
< 0) © Castillejos, Carlos (b) (6) Culp, Michelle (NIH/OD) [E] 
(b) (6) FNIH Central Account 6) (© >; Freire, Maria (FNIH) [T] 
) © >; Gadbois, Ellen (NIH/OD) [E] 6) © ; Hallett, Adrienne (NIH/OD) [E] 
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< o) © Lane, Cliff (NIH/NIAID) [E] (1) Myles, Renate (NIH/OD) [E] 


(b) © >; Parker, Ashley (NIH/OD) [E] ) (©) >; Tabak, Lawrence (NIH/OD) [E] 
(b) (6) ; Wolinetz, Carrie (NIH/OD) [E] ) (© Burklow, John (NIH/OD) [E] 
(b) 6) Gorman, Greta (FNIH) [T] &) 6) ; Hallett, Adrienne (NIH/OD) [E] 
6) © >; Meltzer, Abbey (FNIH) [T] < ob) © Myles, Renate (NIH/OD) [E] 
(b) (©) >; Wolinetz, Carrie (NIH/OD) [E] 6) © >; Lucas Smalldon 
(b) © ; Villafana, Tonya < () (6) Brian Rosen 


(b) 6) ? 
Subject: Materials for August 26 ACTIV Partnership Leadership Team Teleconference 
Importance: High 


Dear Colleagues: 


Please see attached the PowerPoint slides, including the agenda, for our meeting (via Zoom) from 3:00 — 4:00 PM 
Eastern U.S. time tomorrow, Wednesday August 26. (As a reminder, this meeting and future LT meetings are 60 minutes 
in length.) | have also attached notes from our July 29 Leadership Team meeting as well as our last ACTIV EC meeting on 
August 14. 


The Zoom meeting information is: 


Join Zoom Meeting 
https://fnih.zoom. vo) © 


Meeting ID: (b) 6) 
Passcode: (b) (6) 
One tap mobile 
(b) (6) US (Germantown) 
US (Chicago) 


Dial bv vour location 
©) ©) US (Germantown) 
US (Chicago) 
US (New York) 
US (San Jose) 
US (San Jose) 
US (Tacoma) 
US (Houston) 
velgium 
3elgium 
3elgium 
3elgium 
3elgium 
3elgium 
Canada 
Canada 
Canada 
Canada 
Canada 
Canada 
France 
France 
France 
France 
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(&) ©) rance 
apan 
apan 
apan 
Italy 
Italy 

Italy 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 

Meeting ID: — (b) (6) 

Passcode: (b) (6) 

Find your local number: https://fnih.zoom.us (b)() + 


Please let Joe Menetski or Cheryl Melencio here at FNIH (copied) know if you are having any problems connecting. | look 
forward to a productive meeting. 


Regards, 
David 


David Whotley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
(6) 6) 
fnih.org, 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


Int 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 
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From: Stein, Peter [ (b) 

Sent: 4/15/2020 7:30:57 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e1cf101c0943414-adamsj4]; Eric Hughes 
[ () (©) Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Ruxandra Draghia-Akli 
Il (&) 6) Mellors, John W [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user2S7cb364]; Naimish Patel [ 0b) (© Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df1Sfa172c87-ccolvis]; Young, John 

) © Poole, Mike [ &) ©) Buchman, Tim (OS/ASPR/BARDA) 

(CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d740f8a8cdd5Scbf8eb9da-Tim.Buchman]; Vincent, Michael 


&) 6) 

cc: Elizabeth Kim [ (b) (©) Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=S001af5 2dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [ ob) © Rose Li Central Account [ ob) 6 Lucas Smalldon 
| (b) (6) Salathin, Carla [ (&) (6) () (6) 


(b) ©) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: Follow-up from ACTIV TX-Clinical WG Agent Prioritization Subgroup - 1st Meeting 


| didn’t see this in the minutes — but it would be useful to have a master list 
(dynamic) of ct.gov and other trial registries (exUS) put together — and have each 
potential repurposed drug for consideration reviewed against already ongoing 
trials. If we have support to have these registries pulled into a single “dashboard” 
it would be useful. 


We can see what information is available from these registries on the design/size 
of the trial — as we don’t want to prioritize drugs that are already being well 
studied — unless we wish to consider different uses (eg., ongoing study is for 
prevention, and we want consider study for later phase treatment). Thus, one 
criteria to lower prioritization should be that the drug is already being adequately 
studied. Also, we may want to “bucket” drugs by target — and review the 
ct.gov/clinical trial registry list by this — so that if there are already 2 drugs with the 
same target being studied, we would lower the prioritization of another drug with 
that target (even if it is not itself being studied) — unless the “third” drug has a 
unique feature that would make it plausible to have efficacy beyond that of the 
already studied drugs. 


peter 
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From: Adam, Stacey (FNIH) [T] < 0) (© 
Sent: Wednesday, April 15, 2020 8:42 AM 


To: Eric Hughes < 0b) © Read, Sarah W (NIH) < OO) Ruxandra Draghia-Akli 
< 0) 6) .com>; Mellors, John W < 0) © Naimish Patel < 0) © Colvis, 
Christine M (NIH) < 0) 6 Young, John < (OXO) Stein, Peter 
< (b) (6) Poole, Mike < (0b) (© Buchman, Tim G (OS) 
4 (b) (6) Vincent, Michael < 6) 6 
Cc: Elizabeth Kim < (OO) Menetski, Joseph M (NIH) < 0) (© Alvarez, Rosa Maria 
< (b) (6) Rose Li Central Account < (b) 6) Lucas Smalldon 
< (b) (6) Salathin, Carla < ob) © (b) (6) 
(b) (6) Parker, Ashley S (NIH) < 6) © Wholley, David N (NIH) < (b) (6) 
Melencio, Chery! L (NIH) < (b) (© 


Subject: Follow-up from ACTIV TX-Clinical WG Agent Prioritization Subgroup - 1st Meeting 
Dear ACTIV TX-Clinical WG Agent Prioritization Subgroup Members, 


Thank you all so much for getting together so quickly for second meeting yesterday. We appreciate all your 
contributions and | think we made good progress. 


Please see attached the high level summary points that we captured, including DRAFT criteria and DRAFT data needed 
for the criteria. Please let us know your thoughts. Based on this information our co-chairs have created the attached 
excel spreadsheet as a model for needed data capture. Please let us know your thoughts on this, as well. We will be 
working to try and turn this into a decision flow diagram for easy review, so your quick response on suggested 
modifications would be appreciated. 


Finally, you will receive this again at the larger WG alittle later, but since we were discussing publication and early 
data/results needs. Please let us know if this publication/literature database exclusively for COVID-19 that NIH has 
created would be helpful for this purpose. 


NIH is supporting a publication database on everything that has been published about COVID-19, generated by NIH 
Office of Portfolio Analysis (OPA). 


@ OPA has developed a comprehensive, human-curated portfolio of COVID 19 publications and preprints 


© This includes peer-reviewed articles from PubMed and preprints from medRxiv, bioRxiv, ChemRxiv, and arXiv. It 
is updated daily and enables users to leverage the iSearch platform to interrogate manually curated preprints, 
peer-reviewed publications, and all associated supplemental data from each 


Thanks, 
Stacey 


J. Adam, PhD 

‘or, Cancer 

h Partnerships 

Foundation for the National Institutes of Health 
Direct: (b) (6) Mobile: (0) . 


G 


fnih.org. 


> 600, Noxth Bethesda, MD 2 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 4/16/2020 10:28:42 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 
(el { ) © Butterton, Joan [ (oxo) Collins, Syiva (FDA/CDER) 

(b) (6) J; Judy Currier [ (b) (6) De Claro, R. Angelo (FDA/CDER) 

[ (b) (6) Mark Eisner [ (b) (©) Keith Gottesdiener 
[ (b) (© Eric Hughes [ (b) (6) LaVange, Lisa M | (b) (6) 
Elliott Levy [ (b) (6) Sandeep Menon [ (b) (6) Amanda Peppercorn 
[ (b) (6) Proschan, Michael (NIH/NIAID) [E] ob) © ; Read, Sarah 
(NIH/NIAID) [E] [ (b) ©) Amanda Peppercom [ (b) 6) Price, Dionne 
(FDA/CDER) [ (&) (6) Rubin, Daniel 8. (FDA/CDER) [ (b) (©) Shen, Yuan Li 
(FDA/CDER) [ (b) (6) Farley, John (FDA/CDER) [ (b) 6) Goff, David 
(NIH/NHLBI) [E] [ 0) © Vincent, Michael [ () 6) 

cc: Mary Biggs [ (b) (6) Demarcus[ (b) (©) Macone, Erin [ (b) (6) 
Tountas, Karen (FNIH) [T] [ (b) (6) Wachtel, Jonathan [ (b) 6) Elizabeth Kim 
[ () © Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Rose Li Central Account 
[ bo) © Lucas Smalidon [Lucas. (b) (6) Butcher, Tina 
[ (b) (6) Wholley, David (FNIH) [T] (b) ©) Melencio, Cheryl (FNIK) (T] 
[ (&) ©) Wung, Peter /US [ (&) 6) 


Subject: ACTIV Therapeutics-Clinical Master Protocol Subgroup - Meeting #3 (Updated with Materials) 
Attachments: ACTIV Therapeutics Clinical_Master Protocol Sub-Group Meeting Agenda for Apr. 20_04192020.pdf; Therapeutics- 
Clinical_MP Subgroup_120Apr2020 Meeting Guide.pdf; ACTT Protocol No. 20-0006 - v3.3, 12Apr2020 DRAFT.pdf 


Location: https://fnih.zoom. b) (© 
Start: 4/20/2020 6:00:00 PM 
End: 4/20/2020 7:00:00 PM 


Show Time As: Busy 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(INIH/NHLBI) [E]; Vincent, Michael 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Rose Li Central Account; Lucas Smalldon; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl 
(FNIH) [T]; Wung, Peter /US 


Dear TX-Clinical Master Protocol Subgroup, 
Please find attached the materials for discussion for our next WG tomorrow. 
1. Agenda 
2. Slides for the presentation 
3. ACTT2 Protocol 
Please let me know if you have any questions or suggestions of topics that need to be raised. 


Thanks, 


Stacey 
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Join Zoom Meeting 
https://fnih.zoom.us/ 0) © 


Meeting ID: (&) 6) 
Password: (b) (6) 
One tap mobile 
1OTO) US (Chicago) 
US (New York) 


Dial by your location 
US (Chicago) 
US (New York) 
US (San Jose) 
US 
US 
US (Houston) 
US (San Jose) 

Meeting ID: (b) (6) 

Password: (b) (6) 

Find your local number: https://fnih.zoom.us/ (b) © 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 


Sent: 5/16/2020 2:42:20 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Allen-Gifford, Patrice 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=67262490d6d44 1 b48efec1aff0700250-allengiffor]; Pollock, Rachel (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4887cb3513e242dfa7d2df7 12dcec6d6a-pollockrc]; Burklow, John (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be8S56acb5b964ca-burklowj] 

Subject: Re: Time sensitive: Making your ACTIV Participation Public 


| removed four people who have since responded both from the list and the email addresses. The remaining 14 non- 
responders are listed below. 


From: Myles, Renate (NIH/OD) [E] (b) (6) 

Sent: Friday, May 15, 2020 3:48 PM 

To: Collins, Francis (NIH/OD) [E] OO) 

Ce: Parker, Ashley (NIH/OD) [E] 0) 6 Allen-Gifford, Patrice (NIH/OD) [E]__(b) (6) 
Pollock, Rachel (NIH/OD) [E] ) 6) >; Burklow, John (NIH/OD) [E] 

5 (b) (6) 


Subject: FW: Time sensitive: Making your ACTIV Participation Public 
Hi Francis: 


The below individuals have not yet responded. Do you want to send out another email to them? There are 18 
individuals. You'll need to delete the names below and cut and paste their emails in the bcc. Let me know if you'd like 
me to do it for you. They'd probably pay more attention if it came from you though. Your original email is at the bottom 
of this string. 


Thanks, 
Renate 


) 6) 


Ralph Baric, Ph.D. 
William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 
University of North Carolina, Gillings School of Global Public Health 
(b) ©) 


Damon Deming, Ph.D. 


Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 


APAR0000002853-2515231 


) ©) 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 

(b) 6) 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 

(b) ©) 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 

6) 6) 


John Farley, M.D., M.P.H. 
Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S, Food and Drug Administration 

(b) (6) 


Elliot Levy, M.D. 
Senior Vice President, Global Development 
Amgen 


(b) (6) 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


b) (6) 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 

b) ©) 


Peter Stein, M.D. 
Director of Office of New Drugs 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 
(b) (6) 


Emilio Emini, Ph.D. 

Director, TB & HIV Program 

Bill & Melinda Gates Foundation 
&) 6) 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


b) 6) 
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Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


(b) (6) 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 


6) © 
From: Collins, Francis (NIH/OD) [E] (b) 6) 
Sent: Thursday, May 14, 2020 11:00 AM 
To: Collins, Francis (NIH/OD) [E] &) © 
Cc: Myles, Renate (NIH/OD) [E] < : Meltzer, Abbey (FNIH) [T] < (b) (6) Wholley, David 


(FNIH) [7] (b) 6) > 
Subject: Time sensitive: Making your ACTIV Participation Public 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort.Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 
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From: Parker, Ashley (NIH/OD) [€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEO6EBD70-PARKERAS] 


Sent: 7/8/2020 5:51:57 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: ACTIV Preclinical full working group 


Thanks, Joe! Can you also please add me to the preclinical subgroup meetings? 


Ashley 
From: Menetski, Joseph (FNIH) [T] < (b) (6) 
Sent: Wednesday, July 8, 2020 1:50 PM 
To: (b) (6) (b) 6) (b) ©) Hild, Sheri (NIH/OD) [E] 
4 b) © 0) © &) 6 0) © 

(b) (6) ) © &) ©) Baric, Ralph < ) © 

(b) (6) Ottinger, Elizabeth (NIH/NCATS [E] < (b) 6) Colvis, Christine 

(NIH/NCATS) [E] < (b) 6) Hewitt, Judith (NIH/NIAID) [E] < (b) (6) Deming, Damon 
(FDA/CDER) < ) (© () © () © Parker, Ashley (NIH/OD) [E] 
< (b) (6) (b) (6) Adams, Peter (OS/ASPR/BARDA) 
< (b) (6) Rao, Srinivas < ob) © Qashu, Felicia (NIH/OD) [E] 
< (b) (6) Tomas Cihlar < (b) (6) Pitt, Margaret LCIV USARMY MEDCOM USAMRIID 
(USA) < (b) (6) Punturieri, Antonello (NIH/NHLBI) [E] < (b) (6) Charette, Marc 
(NIH/NHLBI) [E] < (b) (6) Fessel, Josh (NIH/NHLBI) [E] < (b) (6) 
Ce: Diamond, Michael < ob) © Austin, Christopher (NIH/NCATS) [E] < OO) Florence, 
Clint (NIH/NIAID) [E] < () (6) Simon, Dina (NIH/OD) [C] < 6) © Wholley, David (FNIH) 
I< (b) (6) Melencio, Cheryl (FNIH) [T] < ) (6) Colvis, Christine (NIH/NCATS) [E] 
< (b) (6) Desrosiers, Betsy < (b) (6) Hughes, Eric 
< (b) ©) Jansen, Kathrin < ) © Kurilla, Michael (NIH/NCATS) [E] 
< (b) (6) Lowy, Douglas (NCI) < (b) (6 Read, Sarah (NIH/NIAID) [E] < (b) (6) 
Tountas, Karen (FNIH) [T] < (b) (6) Santos, Michael (FNIH) [T] < ob) © Adam, Stacey (FNIH) [T] 
< (b) (6) James, Stephanie (FNIH) [T] < (b) (6) Alvarez, Rosa Maria < (&) (6) 
Kim, Elizabeth < (OO) Tolman, Brett < (b) (6) Wachtel, Jonathan 
< (b) (6) Prabhavathi Fernandes < (b) (6) Rose Li 
< (b) 6) Dana Carluccio < ) © Lagos, Enrique (NIH/NCATS) (E] 
< (b) (6) Jonson, Samantha (NIH/NCATS) [E] < (b) (6) Gonzalez, Nina 
< (b) (6) Burrus-Shaw, Cyndi (NIH/OD) [E] < OO) Rodriguez, Robin D 
< (b) 6) Dave Frankowski < (b) © Baric, Toni C 
< (b) (6) Lowy, Douglas (NIH/NCI) [E] < 0) 6) Nancy Haigwood 
< (b) (©) Stratton, Benjamin < (b) (© Gadbois, Ellen (NIH/OD) [E] 
< (b) (6) Anderson, James (NIH/OD) [E] < 0) © 


Subject: ACTIV Preclinical full working group 
Dear Preclinical Working group and attendees, 
| apologize for not providing the minutes from last week’s meeting. Here they are for your review. 


Sincerely, 
Joe 


Joseph P. Menetski Ph.D. 


APAR0000011522-2515232 


Associate Vice President, Research Partnerships 
Faundlation for the National Institutes of Health 

| fnihorg 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


fain eis) 


Donate to the FNIH's Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


eNIH RBANDEMIC 


RESPONSE FUND 


APAR0000011522-2515232 


From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 

Sent: 7/21/2020 7:13:59 PM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Disbrow, Gary 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Dolsten, Mikael 
[ (b) (6) Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d7 2f06b813d471-Marks?P.fda]; Pao, William 
[ (&) (6) Stoffels, Paul | ) © Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92169bd7644e29-Janet.Woodc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 


») (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f9795 125 3cd54153bSdaa9d99ad4ec90-EricHughes]; Jansen, Kathrin 
(b) (6) Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f4 2672786 1f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 

(b) (6) Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75134f658ae2d35 6f0396094-afauci]; Plump, Andrew 


(b) © 
cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875/0679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa 
(b) (6) Anderson, Margaret [ (b) (6) Chen, Helen 
(b) Elsaid, Olivia [ (b) ©) Gonzalez, Nina [ (b) (6) James, 
Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Menetski, Joseph (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65{80-santosmr]; Stratton, Benjamin 
(b) (©) Tolman, Brett [ bo) © Tountas, Karen (FNIH) (T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fl e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
(b) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Anderson, James (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Burklow, John (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Castillejos, Carlos 
(b) ]; Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; FNIH Central Account 
(b) ( Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f170Se2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Lane, Cliff (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Myles, Renate (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Burrus-Shaw, Cyndi (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Carver, Trea (NIH) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=acOSf976df484ed69022b8663cd448d3-carverkr]; Lagos, Enrique 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Sepulveda, Dorina (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=675efcc8cf7b4f6986d 1eb3c3ed1fd96-sepulvedade]; Simon, Dina (NIH/OD) 
[C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bclac-simondm]; Gorman, Greta (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=280703da933d49158684 1696e460f062-gormanm]; Meltzer, Abbey (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8{852e698e5382-meltzerak]; Barasch, Kimberly 
(NIH/NIAID) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=eaSfad4c52f64f80b7daee4982ae495f-baraschk]; Conrad, Patricia 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7ea3e3ea7daa432887495d6825c9e588-conradpa); Dimishkov, Roxanne 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d841506197 1c493881c08c8c6cd75fb8-dimishkovrd]; McManus, Ayanna 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad2 16e237e-amcmanus]; Perala, Mie 
(b) (6) ]; Protasiewicz, Ann [ann. (b) (6) Riccobene, Kim 

(b) (6) ]; Thomas, Ashley (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley. Thom]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa467e7 38767f83e-togashim]; Underwood, Nancy 
[ (b) (6) Zottoli, Jessica | o®) © Lowy, Douglas (NIH/NCI) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1b7b8fe4739478bb17840c56902718a-lowyd]; Hawk, Harrison 
[ (b) (6) Lucas Smalidon [ (b) (6) Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hardesty, Rebecca 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs]} 


Subject: ACTIV EC & Working Group Co-Chair Meeting 

Attachments: Materials for August 14 ACTIV Executive Committee Teleconference 
Location: https://fnih.zoom.us/j, 6) © 

Start: 8/14/2020 4: 


End: 8/14/2020 5: 
Show Time As: Busy 


Required Collins, Francis (NIH/OD) [E]; Disorow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; 
Attendees: Gibbons, Gary (NIH/NHLBI) [E]; Marks, Peter (FDA/CBER); Pao, William; Plump, Andrew; Stoffels, Paul; Woodcock, 
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Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael 
(NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 

Attendees: Stephanie (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, Brett; Tountas, 
Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Anderson, James (NIH/OD) [E]; Austin, Christopher 
(NIH/NCATS) [E]; Burklow, John (NIH/OD) [E]; Castillejos, Carlos; Culp, Michelle (NIH/OD) [E]; FNIH Central Account; 
Gadbois, Ellen (NIH/OD) [E]; Hallett, Adrienne (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Myles, Renate (NIH/OD) [E]; 
Parker, Ashley (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Burrus-Shaw, Cyndi 
(NIH/OD) [E]; Carver, Trea (NIH) [C]; Hardesty, Rebecca (NIH/OD) [E]; Lagos, Enrique (NIH/NCATS) [E]; Sepulveda, 
Dorina (FNIH) [T]; Simon, Dina (NIH/OD) [C]; Gorman, Greta (FNIH) [T]; Meltzer, Abbey (FNIH) [T]; Barasch, Kimberly 
(NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) 
[E]; Perala, Mie; Protasiewicz, Ann; Riccobene, Kim; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; 
Togashi, Mieko (NIH/NCI) [E]; Underwood, Nancy; Zottoli, Jessica; Lowy, Douglas (NIH/NCI) [E]; Hawk, Harrison; 
Lucas Smalldon 


Shortening calls to 1 hour in length. 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https: //fnih. zoom.us/ ) © 


pesseode! OM 


one tap mobile 
) © us (Germantown) 
US (Chicago) 


Dial by vse Aecae san 
) (6) US (Germantown) 

Us (Chicago) 

us (New York) 

Us (San Jose) 

Us (San Jose) 

US (Tacoma) 

US (Houston) 

Tgium 

elgium 

elgium 

elgium 

elgium 

elgium 

Canada 

Canada 

Canada 

Canada 

Canada 

Canada 

France 

France 

France 

France 

France 

Japan 

Japan 

Japan 

Italy 

Italy 

Italy 

switzerland 

switzerland 

switzerland 

Switzerland 

switzerland 

switzerland 

United Kingdom 

United Kingdom 

United Kingdom 

United Kingdom 

United Kingdom 

United Kingdom 
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&) ©) United Kingdon 
Meeting ID: (b) (6) 
Passcode: (b) (6) 
Find your local number: https://fnih.zoom.u:  (b) (6) 


APAR0000019735-2515233 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 4/17/2020 7:47:52 PM. 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4 faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Syiva.Colli]; Judy Currier 

[(/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7cle34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR. fd]; Mark Eisner 


(b) (6) Keith Gottesdiener [ 0) 6) Eric Hughes 
[ (b) 6) LaVange, Lisa M [ 0) © Elliott Levy [ (b) (6) Sandeep 
Menon [ (b) (©) Amanda Peppercorn [ b) © Proschan, Michael 


(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 
») (6) Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c4 4b 18bb6fcd3820bee2 1-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a97 9dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f3 Lfe7bcaa09bc-FARLEYI.fda] 
cc: Mary Biggs [ (b) (6) Demarcus [ (b) (©) Macone, Erin [ (b) (6) 
Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
(b) (6) Elizabeth Kim [ (b) ©) Parker, Ashley (NIH/OD) [E] 
[(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Rose Li Central Account 
(b) (©) Lucas Smalidon [ 0) © Butcher, Tina 

(b) ( Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Wung, Peter /US 


) © 
Subject: ACTIV Therapeutics-Clinical Master Protocol Subgroup - Meeting # 
Location: https://fnih.zoom. (b) 6) 


Start: 4/20/2020 6:00:00 PM. 
End: 4/20/2020 7:00:00 PM 
Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LeVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER) 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH} [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Rose Li Central Account; Lucas Smalldon; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl 
(FNIH) [T]; Wung, Peter /US 


APAR0000023023-2515234 


Dear TX-Clinical Master Protocol Subgroup, 


This will be our 4" meeting. We will update with materials closer to the meeting. 


Thanks, 
Stacey 


Join Zoom Meeting 
https://fnih.zoom.us/ () © 


Meeting ID: ) ©) 
Password: (6) (6) 
One tap mobile 
OTS) US (Chicago) 
US (New York) 


Dial by your location 
(&) 6) US (Chicago) 

US (New York) 

US (San Jose) 

US 

US 

US (Houston) 

US (San Jose) 

Mecting ID: (b) ©) 

Password: (b) (6) 

Find your local number: https://fnih.zoom.us/u —_(b) (6) 


APAR0000023023-2515234 


To: 


cc: 


Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 lafS2dc42427ea3d34f1e072f8cb7-menetskijp]; (b) (6) 


ov) © 0) © 0) © 

(b) (6) (b) (©) Baric, Ralph [/o=ExchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5bc32-rbaric.emai); 
) 6) Ottinger, Elizabeth (NIH/NCATS [E] | 0) © Colvis, Christine 

(INIH/NCATS) [E] [ (b) 6) J; Hewitt, Judith (NIH/NIAID) [E] (b) 6) ; Deming, Damon 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8a5ace9923ae415aa3d85ac09cb7 6f85-DEMINGD.fda]; 

(b) ( ob) © oo Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; 

») (6) Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9 146ef901 16c4311c6f3ee-Peter.Adams]; Rao, Srinivas 

(b) (6) 
Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 
(b) (6) Hughes, Eric [ (b) (6) Jansen, Kathrin 

(b) (6) Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f4 2672786 1f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34baS67c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04 fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65{80-santosmr]; Adam, Stacey (FNIH) [T] 
[(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 


0) © Kim, Elizabeth [ () (©) Tolman, Brett [ 0) 6 Wachtel, 
Jonathan (b) (6) Prabhavathi Fernandes [ (b) (© Rose Li 
(b) (6) Dana Carluccio [ oo Lagos, Enrique (NIH/NCATS) 


[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 

(b) ( Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 
(b) (6) Dave Frankowski [ (b) (6) Baric, Toni C 

6) © Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 

Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c569027 18a-lowyd]; Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Se032d0bc8554e8787e844a7773295fe-florencewc]; Diamond, Michael 
b) 6) 


APAR0000026189-2515236 


Start: 5/26/2020 6:00:00 PM 
End: 5/26/2020 7:00:00 PM. 


Recurrence: — (none) 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 


Sent: 4/15/2020 12:41:51 PM 

To: Eric Hughes [ () © Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Akli | (b) (6) -com]; Mellors, Jon W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Naimish Patel (b) (6) Colvis, 


Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Young, John 
(b) (6) Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=b4a14118481b4b3Sba7e62a8d6425f79-Peter. Stein]; Poole, Mike 
[ (b) (6) Buchman, Tim (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd5Scbf8eb9da-Tim.Buchman]; 
Vincent, Michael [ (b) © 

cc: Elizabeth Kim [ 0) © Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=S001afS 2dc4a427ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [ 0b) © Rose Li Central Account [ ) (6) J; Lucas Smalidon 
| () © Salathin, Carla [ () (6) (b) 6) 

(b) 6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 


Subject: Follow-up from ACTIV TX-Clinical WG Agent Prioritization Subgroup - 1st Meeting 
Attachments: ACTIV_Therapeutics-Clinical_AP Sub-Group Meeting 1_Key Takeaways_04142020.pdf; ACTIVPrioritizationCriteria- 
v2.xlsx 


Dear ACTIV TX-Clinical WG Agent Prioritization Subgroup Members, 


Thank you all so much for getting together so quickly for second meeting yesterday. We appreciate all your 
contributions and | think we made good progress. 


Please see attached the high level summary points that we captured, including DRAFT criteria and DRAFT data needed 
for the criteria. Please let us know your thoughts. Based on this information our co-chairs have created the attached 
excel spreadsheet as a model for needed data capture. Please let us know your thoughts on this, as well. We will be 
working to try and turn this into a decision flow diagram for easy review, so your quick response on suggested 
modifications would be appreciated. 


Finally, you will receive this again at the larger WG a little later, but since we were discussing publication and early 
data/results needs. Please let us know if this publication/literature database exclusively for COVID-19 that NIH has 
created would be helpful for this purpose. 


NIH is supporting a publication database on everything that has been published about COVID-19, generated by NIH 
Office of Portfolio Analysis (OPA). 


@ OPA has developed a comprehensive, human-curated portfolio of COVID 19 publications and preprints 
(httes://icite. ih.gov/covid1 9/search/ 

e = This includes peer-reviewed articles from PubMed and preprints from medRxiv, bioRxiv, ChemRxiv, and arXiv. It 
is updated daily and enables users to leverage the iSearch platform to interrogate manually curated preprints, 
peer-reviewed publications, and all associated supplemental data from each 


Thanks, 
Stacey 


APAR0000023384-2515237 


Stacey J. Adam, PhD 

1, Cancer 

Research Parinerships 

foundation for the National Institutes of Health 

Direct: (b) (6) Mobile: (b) 6) 

fnih.org 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Stay at the forefront of FNIH news: fhih.org/newsletter 
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From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEO6EBD70-PARKERAS] 


Sent: 7/31/2020 7:22:55 PM. 

To: Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba66Sdea08e5417 1b3d6890c2518ddb9-leponelm] 

Subject: FW: ACTIV Innovation Playbooks for the COVID-19 clinical trial environment 


Attachments: ACTIV Innovation Playbooks.zip 


FYI 

From: Tountas, Karen (FNIH) [T] < (OXO) 

Sent: Friday, July 31, 2020 3:12 PM 

To: Bascles, Lionel < (b) (6) Cohen, Myron < (b) (6) Corey, Larry 

< (b) (6) Victoria Davey < (b) (6) Desrosiers , Betsy 

< (b) 6) Dickens, Jim (NIH/NCATS) [C] < OO) Doroshow, James 
(NIH/NCI) [E] < (b) 6) Garner, Carlos < (b) (6) Goff, David (NIH/NHLBI) [E] 

< (b) (6) Kurilla, Michael (NIH/NCATS) [E] < (b) (6) Mensah, George (NIH/NHLBI) [E] 
< (b) 6) Nayak, Seema (NIH/NIAID) [E] < (b) (6) Payton, Manizhe (NIH/NIAID) [E] 
< (b) (6) Resnansky, Laura < (b) (6) Sizemore, Christine (NIH/FIC) [E] 

< (b) (6) Srinivasan, Badhri< oo Stein, Peter (FDA/CDER) 

< (b) (6) Takas, Therese < (b) (6) Vincent, Mike 

< (b) (6) Weinmann, Gail (NIH/NHLBI) [E] < ) © Heaton, Penny 

5 (b) ©) 

Ce: Wachtel, Jonathan < () (© Adam, Stacey (FNIH) [T] < (b) (6) Anderson, Margaret 
< (b) (6) Parker, Ashley (NIH/OD) [E] < (b) (6) Culp, Michelle (NIH/OD) [E] 
< (b) (6) Gadbois, Ellen (NIH/OD) [E] < ON) Gonzalez, Nina 

< (b) (6) James, Stephanie (FNIH) [T] < (b) © Kenny, Dermot 

< (b) (6) Kublin, James < (b) (6) Menetski, Joseph (FNIH) [T] 

< (b) (6) Qashu, Felicia (NIH/OD) [E] < (b) 6) Santos, Michael (FNIH) [T] 

4 (b) (6) Wholley, David (FNIH) [T] < 6) © Melencio, Cheryl (FNIH) [T] 

< (b) 6) Woodcock, Janet (FDA/CDER) o)© 


Subject: ACTIV Innovation Playbooks for the COVID-19 clinical trial environment 
Dear Clinical Trial Capacity Working Group Members, 


| am pleased to distribute final versions of the five ACTIV Innovation Playbooks (zip file attached). 
e eCOA (Electronic Clinical Outcomes Assessments) 
¢ eConsent 
e¢ Mobile Nursing 
« Remote Source Data Verification (SDV) 
© Site Training/Tools 


These ‘playbooks' are designed specifically to provide high-level guidance for conducting clinical trials in the 
COVID-19 environment. Each includes practical guidance, considerations, and recommendations, and may 
include links to useful websites; documents such as checklists, sample letters and meeting agendas, materials 
to conduct due diligence activities, procedure manuals, and more; and potential vendor lists, which may not be 
complete, but are meant as a place to start. The playbooks are provided to you as Microsoft Word documents 
rather than pdf so that you may easily open and save the imbedded materials to modify and use. Thank you to 
our academic, NIH, and pharma colleagues for the enormous amount of time and effort given to producing 
these playbooks and for sharing your knowledge and materials. 


APAR0000011090-2515238 


Also attached is an Innovations Quick Reference Guide that provides a brief introduction to many other virtual, 
digital, online technology solutions or innovations that are becoming increasingly relevant in the COVID-19 
clinical trial environment. This is not meant to be a comprehensive list of solutions for clinical trials in general, 
rather these innovations may help with expeditious and efficient clinical trial execution in the COVID-19 
environment. Again, thank you to those on the Innovations Sub-WG who put their heads together and came 
up with this list and the accompanying considerations. 


Please share these resources with your teams. 


With my very best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 
(b) (6) | fnih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


| fing y io) 


Donate to the FNIH's Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 


Confident 


us Are Hot an ir 


ease delete the 
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Sent: 6/8/2020 8:53:57 PM 

To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Melencio, Chery! (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

ce: Meltzer, Abbey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Brodd, Lauren (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ba66Sdea08e54 17 1b3d6890c2518ddb9-leponelm] 

Subject: RE: another member for ACTIV Clinical Trial Capacity Working Group 


Hi Karen, 

| hope you are well and had a great weekend! 

| think FNIH has developed a process for obtaining permissions for future participants which includes asking via email 
after they've indicated participation with the POC —cc’ing your very own Cheryl to confirm and who's been super 


helpful. 


Also cc’ing Renate and Lauren Brodd for awareness only. Lauren will be working closely with me and Renate, NIH OD to 
assist with keeping the NIH website for ACTIV up to date. 


Thanks again, 


Ashley 

From: Tountas, Karen (FNIH) [T] < (OK) 
Sent: Monday, June 8, 2020 4:40 PM 

To: Parker, Ashley (NIH/OD) [E] < ) 6) 
Ce: Meltzer, Abbey (FNIH) [T] < (b) 6) 


Subject: another member for ACTIV Clinical Trial Capacity Working Group 
Hi Ashley, 


[hope you had a nice weekend. Please note that the CT Capacity Working Group has a new member from AstraZeneca, 


« Therese Takas 
Director, Clinical Operations 
AstraZeneca 
Her email contact to obtain permission to list her on the NIH ACTIV website is ob) © 


Many thanks! 
Karen 


‘en H, Tountas, PhD 
niific Program Manager 
Foundation for the National Institutes of Health 
(b) © 
11400 Rockville Pike, Suite 600, North Bet! 


oo 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: fnih.org/pandemic 


Ka 


sda. MD 20852 
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To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 


E} | ) © Butterton, Joan [ (Ol) |; De Claro, R. Angelo (FDA/CDER) 
(b) 6) Draghia-Akli, Ruxandra | (bv) (6) Eisner, Mark 
[ (b) (© Gottesdiener, Keith [ 0b) © Eric Hughes 
(b) (6) J; Judy Currier [ b) (© Kim, Elizabeth [ (b) (6) 
LaVange, Lisa [ 6) © Levy, Elliot [ b) (© Mellors, John W [ () (© Menon, 
Sandeep | (b) 6) Parker, Ashley (NIH/OD) [E] [ (b) (6) Patel, Naimish 
[ (b) (6) Peppercorn, Amanda [ ) (© Poole, Mike 
(b) (6) Proschan, Michael (NIH/NIAID) [E] [ (b) (©) Read, Sarah 
(INIH/NIAID) [E] [ (b) (6) Santos, Michael (FNIH) [T] [ fOIO) Shen, Yuan Li (FDA/CDER) 
) (©) Stein, Peter (FDA/CDER) [ (OxO) Wholley, David (FNIH) [T] 
[ (b) © Buchman, Tim (OS/ASPR/BARDA) (CTR) [ (b) ©) Collins, Sylva (FDA/CDER) 
(b) (6) Amanda Peppercorn [ (b) (6) Higgs, Elizabeth (NIH/NIAID) 
[El [ (b) (6 Koroshetz, Walter (NIH/NINDS) [E] [ (b) (6) Timothy Burgess 
[ (b) (©) Reineck, Lora (NIH/NHLBI) [E] oo Aggarwal, Neil (NIH/NHLBI) [E] 
(b) (6) Rosenberg, Yves (NIH/NHLBI) [E) (b) (6) ; Goff, David (NIH/NHLBI) [E] 
() ©) ]; Brown, Jeremy (NIH/NINDS) [E] [ (bv) 6) Gadbois, Ellen (NIH/OD) [E) 


‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
E} [ (b) (6) ]; Jacqueline Kirchner [ (b) (6) Beigel, John (NIH) [E] 
(b) (6) J; Phillips, L Revell CIV DTRA RD (USA) | (b) (©) Petrovick, Martha - 0449 - 
MITLL [ b) © (b) (6) Sizemore, Christine (NIH/FIC) [E] 
(b) (6) Garner, Carl [ (b) © 
ce: Colvis, Christine (NIH/NCATS) [E] [ ) © ]; Jansen, Kathrin [ (b) (6) Lowy, 
Douglas (NCI)[{ _(b) (6) Young, John [ () © Biggs, Mary [ (b) (6) 
Butcher, Tina [ (OO) Demarcus [ () ©) Macone, Erin 
(b) (6) Melencio, Cheryl (FNIH) [T] [ (b) (6) Salathin, Carla 
(b) (6) Menetski, Joseph (FNIH) [T] [ (b) 6) Dana Carluccio 
(b) (6) Rose Li Central Account [ (b) (6) Lucas Smalldon 
(b) © (b) © Mollica, Linda /US 
(b) (6) Qashu, Felicia (NIH/OD) [E] [felicia. (b) (6) Patterson, Amy (NIH/NHLBI) [E] 
(b) © Rubin, Daniel B. (FDA/CDER) [ () (© Marston, Hilary (NIH/NIAID) [E] 
(b) (©) Chen, Helen Q. [ (b) (6) Wung, Peter /US [ (b) (6) 

Hoots, W. Keith (NIH/NHLBI) (E] [ (&) (©) Groesch, Mary (NIH/NHLBI) [E) [ (b) (©) 
Shipp, Allan (NIH/NHLBI) (E] ) © ; Kindzelski, Andrei (NIH/NHLEl) (E] ) (6) 
Hone, David M (Dave) CIV DTRA J9 (USA) [ (b) (6) Reisler, Ronald B CTR USARMY DOD JPEO 
CBRND (USA) [ (OO) Walker, Paula (NIH/NINDS) [E] [ vo) © Sorosa, Alex 
David [ (b) (6) Lumsden, Joanne (NIH/NCATS) [C] [ (b) (©) 


Start: 1/14/2021 6:00:00 PM. 
End: 1/14/2021 7:00:00 PM 


Recurrence: (none) 
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From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 


Sent: 7/9/2020 4:22:17 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: RE: Invitation from Francis Collins to join COVID public-private partnership 

Hi Ashley, 


We've followed up with Greg Glenn from Novavax a few times, but we’re going to try to get through on this again today. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science { Foundation for the National Institutes of Health 


From: Wholley, David (FNIH) [T] < ) 6) 

Sent: Thursday, July 9, 2020 7:45 AM 

To: Parker, Ashley (NIH/OD) [E] < (b) (6) Santos, Michael (FNIH) [T] < (b) (6) 
Cc: Collins, Francis (NIH/OD) [E] < woo 


Subject: RE: Invitation from Francis Collins to join COVID public-private partnership 


I'm supportive of adding Moderna and Novavax to the website based on their participation in the Vaccines WG. Let’s 
discuss with the war room later today whether we need to add reps from either or both to the Leadership Team call. It 
would have to be Tal Zaks’s level though—and he’s a busy guy these days | imagine. 


From: Parker, Ashley (NIH/OD) [E] ob) © 
Sent: Thursday, July 9, 2020 12:54 AM 
To: Santos, Michael (FNIH) [T] o)@ 


Cc: Wholley, David (FNIH) [T] < 
Subject: Re: Invitation from Francis Collins to join COVID public-private partnership 


Hi Mike, 
Yes, | raised this a few weeks ago and agree we should add Moderna and Novavax to the list of companies on the 
website. | can alert our team to get this updated tomorrow and maybe you can alert Abbey/Greta to update on the 


FNIH website? 


The last time | checked, Cheryl was still waiting to hear back from the Novavax rep on the vaccines WG, Gregory Glenn 
to see if he approved to be listed on the website — have you heard anything? 


Also, there's time to think about inviting Tal Zaks or a rep from Moderna to the leadership team meetings but I'll leave 
that decision to David and the war room! 


Thanks, 
Ashley 


On Jul 8, 2020, at 11:08 PM, Santos, Michael (FNIH) [T] ) (© > wrote: 


APAR0000002514-2515242 


Hi Ashley, 


| remember there was some discussion about which organizations are listed on the ACTIV webpage after 
you raised the question of Moderna and Novavax not being listed, and what the criteria are for that. 


Tal Zaks of Moderna is requesting that they be listed (see below). Given that OWS just made a big 
investment in Novavax, it may make sense to have their participation listed as well, as its absence may 
be noticed at this point (and like Moderna they have been regular participants in Vaccines meetings). 


Although it would lead to some inconsistencies in the principles of who is listed, at this point it might be 
most straightforward just to add those two companies. What do you think? If there are any other 
steps, of course I’m happy to help out. 


Thanks, 
Mike 


Michael Santos, PhD 
Ast Jice President, Science | Foundation for the National Institutes of Health 


From: Tal Zaks (b) ©) > 

Sent: Wednesday, July 8, 2020 10:56 PM 

To: Santos, Michael (FNIH) [T] (b) (6) 

Subject: Re: Invitation from Francis Collins to join COVID public-private partnership 


Dear Michael, 

I'm following on this email of a while ago, as it has recently been brought to my attention that we 
(Moderna) are not listed as a participating organization on the ACTIV website, despite having been 
active participants since you had kindly invited us back in April. 

Can you please help me understand whether this is an oversight of communications or some other 
omission on my part? If so, can | ask how can we correct it? We are proud to be part of this effort. 
Thanks! 


Tal 

From: "Santos, Michael (FNIH) [T]" 0) © 

Date: Sunday, April 19, 2020 at 1:53 PM 

To: Stephane Bancel < (6) (6) 

Ce: "Mascola, John (NIH/VRC) [E]" « 0) © , "Tolman, Brett" 


(b) (6) Tal Zaks 0) ©) 
Subject: RE: Invitation from Francis Collins to join COVID public-private partnership 


Dear Stephane, 
Thanks much for your quick reply. We're delighted to have Moderna represented in the Working Group. 
Tal: We will follow up with additional information and calendar invitations to the Working Group 


meetings. Please don’t hesitate to reach out with any questions. We’re looking forward to working with 
you. 


Best regards, 
Mike 


Foundation for the National Institutes of Health 
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From: Stephane Bancel fOr) > 

Sent: Sunday, April 19, 2020 1:50 PM. 

To: Santos, Michael (FNIH) [T] < oo 

Cc: Mascola, John (NIH/VRC) [E] (b) (©) >; Tolman, Brett (OIC) >; Tal 


Zaks &) ©) 
Subject: Re: Invitation from Francis Collins to join COVID public-private partnership 


Dear Mike, thanks a lot for the invitation. We appreciate it given our already great partnership with 
NIAID on the mRNA-1273 clinical development. We are finalizing our Phase 2 plans. 


Tal Zaks, our CMO leads our SARS-CoV-2 vaccine development. | think he will be the right person to 
participate in that group. 


He is copied here 


Cheers 

stephane 

From: "Santos, Michael (FNIH) [T]" < oOo 

Date: Sunday, April 19, 2020 at 12:09 PM 

To: Stephane Bancel (b) (6) 

Ce: John Mascola eo) © "Tolman, Brett" (b) 6) 


Subject: Invitation from Francis Collins to join COVID public-private partnership 
Dear Stephane, 
If you have not already, you will soon receive an invitation from Francis Collins to join the A ing 


COVID-19 Therapeutic interventions and Vaccines (ACTIV) public-private partnership, and in particular 
the Vaccines Working Group, which John Mascola is also a member of. 


The next meeting of the Vaccines Working Group is tomorrow (Monday, Apr 20) at 9am ET; a calendar 
invitation follows. Further information and materials are attached. We hope you will be able to 
participate. Please do not hesitate to reach out with any questions, and we would be happy to provide 
additional information. 


Best regards, 
Mike 


Michael Santos, PhD 
Associate Vice Presid Science 
Foundation for the National Institutes of Health 


(b) (6) 
11400 Rockville Pike 
<imaged0 | jpg: nagel02. jpg> 
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Confidentiality notice and disclaimer: The information in this message and any attachments is intended for the 
exclusive use of the addressce(s), is confidential and may be privileged or otherwise protected from disclosure. Any 
review, retransmission, dissemination or other use of, or taking of any action in reliance upon, of any such 
information by persons or entities other than the intended addressee(s) is prohibited. If you have received this 
message in error and are not the intended addressee, please notify the sender immediately and delete this message 
and any attachments from your system without reading or disclosing them. If you are not the intended addressee, be 
advised that any use of the information in this message and any attachment is prohibited and may be unlawful, and 
you must not copy this message or attachment or disclose the contents to any other person. 
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To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijpl; o) © 
) © Annaliesa. ) © (OX) (OX) 
(b) (6) (b) (6) Baric, Ralph ) ©) ; 
Ottinger, Elizabeth (NIH/NCATS [E] [ ) (6) Colvis, Christine (NIH/NCATS) [E] 
[ (OX) Hewitt, Judith (NIH/NIAID) [E]__ (b) (6) Deming, Damon (FDA/CDER) 
[ (b) (6) 6) © &) © Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Collins, Francis (NIH/OD) 


tat (b) (6) Adams, Peter (OS/ASPR/BARDA) | (b) © Rao, Srinivas 
(&) ©) b) 6) 0) © 
ken.duncan@gatesfoundation.org 
cc: Wholley, David (FNIH) [T] [ ) © Austin, Christopher (NIH/NCATS) [E] [ %) © 
Melencio, Cheryl (FNIH) [T] [ (b) (6) Colvis, Christine (NIH/NCATS) [E} &) © 
Desrosiers, Betsy [ &) © Hughes, Eric [ ob) © Jansen, Kathrin 
(b) (6) Kurilla, Michael (NIH/NCATS) [E] (b) (6) ; Lowy, Douglas (NCI) 
[ (b) (6) Read, Sarah (NIH/NIAID) [E] [ bo) © Tountas, Karen (FNIH) [T] 
[ (b) (6) Santos, Michael (FNIH) [T] [ (&) (©) Adam, Stacey (FNIH) [TI] (b) (6) 
James, Stephanie (FNIH) [T] (OO) ]; Alvarez, Rosa Maria | (b) (6) Kim, Elizabeth 
[ (b) © Tolman, Brett [ (OO) Wachtel, Jonathan [ (b) (6) 
Prabhavathi Fernandes [ bo) © Rose Li [ 0) © Dana Carluccio 
(b) (6) Lagos, Enrique (NIH/NCATS) [E] [ (b) (6) Jonson, Samantha 
(NIH/NCATS) [E] [samantha. (b) (6) Gonzalez, Nina [ (b) (6) Simon, Dina (NIH/OD) [C] 
(b) (6) Burrus-Shaw, Cyndi (NIK/OD) [E] [ 0) ©) Rodriguez, Robin D 
[ (b) (6) Dave Frankowski [ (b) (6) Baric, Toni C 
[ (b) (6) Lowy, Douglas (NIH/NCI) [E] [ ob) © Florence, Clint (NIH/NIAID) (E] 
(b) © ]; Stratton, Benjamin [ (b) © Diamond, Michael [ (b) (6) 
Start: 5/19/2020 6:00:00 PM 
End: 5/19/2020 7:00:00 PM 


Recurrence: (none) 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CDSA14F93-TOUNTASKH] 

Sent: 4/16/2020 9:52:22 AM 

To: Bascles, Lionel [ (b) © Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3clc4f75dd4c457-myron_cohen]; Corey, Larry 
Icorey@fredhutch.org); Desrosiers , Betsy [ 0) (© Dickens, Jim (NIH/NCATS) [C] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickens|]; Doroshow, James (NIH/NCI) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387 cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 

(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King,]; Kurilla, Michael 

(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e8506 1e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 

|] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=51dSee684800457 8bSbf9c808eca8féf-nayaksu]; Payton, Manizhe 

(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal; Resnansky, Laura 


(b) (6) Srinivasan, Badhri (&) 6) Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Vincent, Mike 
(b) 6) Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc] 
ice: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Criffield, Robin 

(b) (6) Hamilton, Nancy [ (b) © Minnich, Beth 
) (6) ]; Katz, Rebecca (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Thomas, Ashley (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley.Thom]; Adam, Stacey (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 
jwachtel @deloitte.com] 


Subject: RE: Sub-WG sign up - ACTIV Clinical Trial Capacity WG 


Dear Colleagues, 


This is a friendly reminder to let 
Chitty: 


t us know which subgroups are of interest to you 
uy 314). 


We look forward to working with you to advance towards the goals of this WG quickly, as Dr. Collins has urged. 


Many thanks! 
Karen 


From: Tountas, Karen (FNIH) [T] 

Sent: Wednesday, April 15, 2020 10:00 AM 

To: Bascles, Lionel < (b) 6) Cohen, Myron < (OIG) Corey, Larry 
q (b) (6) Desrosiers , Betsy < (b) (© Dickens, Jim (NIH/NCATS) [C] 
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< (b) (© Doroshow, James (NIH/NCI) [E] < ov) © Goff, David (NIH/NHLBI) [E] 


< (b) (6) King, James < 0) (© Kurilla, Mike < 0) © Nayak, Seema (NIH/NIAID) 
[E]< (b) (6) Payton, Manzine < 0b) © Resnansky, Laura 

< ) 6) Srinivasan, Badhri < &) © Stein, Peter (FDA/CDER) 

4 6) © Vincent, Mike < &) © Woodcock, Janet (FDA/CDER) 

4 (b) ©) 

Cc; Parker, Ashley (NIH/OD) [E] < 0) (© Criffield, Robin < 0) (6 Hamilton, 
Nancy < (bv) (6) Minnich, Beth < () (6) Rebecca (NIH/NCATS) Katz [E] 

( (b) © < ob) © Thomas, Ashley (FDA/CDER) < (b) (©) Adam, 
Stacey (FNIH) [T] < (b) (6) Wholley, David (FNIH) [T] < ) 6 James, Stephanie (FNIH) [T] 

< (b) (©) Wachtel, Jonathan < (b) (6) 


Subject: Sub-WG sign up - ACTIV Clinical Trial Capacity WG 
Dear ACTIV Clinical Trial Capacity WG members, 
Attached is a high level summary of the WG call, a more detailed summary will be distributed later today. 


Acting on the urgency that Dr. Collins expressed at the beginning of our call yesterday, we will set up four subgroups to 
address our areas of activity. Having said that, it is clear that there will be a lot of cross talk among and between these 
subgroups (hence the twice weekly full WG calls for which you have been sent a calendar invite) 

© Clinical Trial Network Inventory sub-WG (Inventory of networks and known capabilities) 

e Survey Development sub-WG (Development of survey(s) and identification of target(s)) 

* Patient Population sub-WG (define patient population) 

¢ Innovations sub-WG (Identify innovations that will enable execution of CTs) 
Please click this link (https://deloittesurvey.deloitte.com/Community/se/3FC 11 B26508B63 14) and prioritize in the form 
those subgroups you are interested in contributing to. Please fill this out by tomorrow (Thursday) morning at latest, so we 
can move forward with reaching the goals of this WG overall. 


Many thanks! 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 
Foundation for the National Institutes of Health 
(b) (6) fhih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


lier 


Confidettial 
haveby notified d 
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Sent: 7/1/2020 10:33:10 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijp]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fLe46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Allen-Gifford, Patrice 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=67262490d6d44 1b48efec1aff0700250-allengiffor] 

Subject: RE: ACTIV Invitations for Leadership Meeting 6/3 

Attachments: RE: GSK follow up on FNIH COVID call; RE: URGENT: Invitation to join the Vaccines Working Group of the COVID PPP; 
RE: Other Companies to give a heads up 


Hi Francis and David, 

ES did not find emails inviting John Lepore, GSK and David Reese, Amgen to join the ACTIV leadership group. Invitations 
to GSK’s Emmanuel Hannon, David Payne, and Amanda Peppercorn were sent to join the vaccines, preclinical, and 
clinical capacity WGs. John Lapore responded to Francis’ email inviting Hannon to join the GSK vaccine WG — 2" 
attachment. David Reese did not receive an invitation considering Amgen already had Elliott Levy on the TX clinical 
working group —last attachment. 


We would need to send notes if they should join the leadership meeting tomorrow and include one to Kara Carter. 


Please let me know if you need anything else. 


Thanks, 

Ashley 

From: Collins, Francis (NIH/OD) [E] < (b) (6) 

Sent: Monday, June 1, 2020 9:03 PM 

To: Wholley, David (FNIH) [T] < ) © Parker, Ashley (NIH/OD) [E] < (b) (6) 

Cc: Melencio, Cheryl (FNIH) [T] < 6) © Adam, Stacey (FNIH) [T] < (b) (6) Menetski, Joseph 
(FNIH) [T] < 0b) © Tountas, Karen (FNIH) [T] < (b) (6) Santos, Michael (FNIH) [T] 

< (b) 6) Allen-Gifford, Patrice (NIH/OD) [E] < o) © 


Subject: RE: ACTIV Invitations for Leadership Meeting 6/3 


| also thought we reached out to Lepore and Reese, but | can’t locate those e-mails. I’m looping in Exec Sec to 
see if they can find something. 


FC 

From: Wholley, David (FNIH) [T] (b) (6) 

Sent: Monday, June 1, 2020 6:10 PM 

To: Parker, Ashley (NIH/OD) [E] oo >; Collins, Francis (NIH/OD) [E] oo 


APAR0000026794-2515246 


Cc: Melencio, Cheryl (FNIH) [T] OO) ; Adam, Stacey (FNIH) [T] oo) © Menetski, Joseph 
(FNIH) (T] (OO) : Tountas, Karen (FNIH) [T] (Santos, Michael (FNIH) [T] 


(b) ©) 
Subject: RE: ACTIV Invitations for Leadership Meeting 6/3 


| thought we had invited John Lepore from GSK and David Reese from Amgen? If not, we should. | would not invite 
BMGF ~ their relationship as observer is clear, and we could certainly ask about Evotech, since Kara Carter has been very 
good from what | have heard. 


From: Parker, Ashley (NIH/OD) [E] (b) (6) > 

Sent: Monday, June 1, 2020 5:37 PM 

To: Collins, Francis (NIH/OD) [E] ) © >; Wholley, David (FNIH) [T] (b) 6) 
Cc: Melencio, Cheryl (FNIH) [T] 0) (© 


Subject: Re: ACTIV Invitations for Leadership Meeting 6/3 
Hi Francis and David, 


We did not have the opportunity to discuss the difference between participants and ACTIV leadership orgs on the 5/21 
war room call — Francis was unexpectantly pulled into another meeting. A small number of companies/foundations 
were not originally listed as leadership partners with ACTIV, therefore they were not included in previous leadership 
meetings. As of May 20", we currently have all partners listed on the ACTIV webpage as leadership. 


| wanted to raise the question — do we need to invite a member from Amgen, Evotec, GSK, and BMGF to the leadership 
meeting on Wednesday and include for future meetings? 


Thank you, 
Ashley 


From: Parker, Ashley (NIH/OD) [E] 

Sent: Wednesday, May 20, 2020 10:51 AM 

To: Wholley, David (FNIH) [T] 0b) © 

Cc: Melencio, Cheryl (FNIH) [T] (b) (6) 

Subject: Re: FOR YOUR REVIEW: ACTIV Web Page Updates 


Hi David, 


OCPL is in the process of finalizing the ACTIV webpage and Francis asked to include BMGF as a non-profit organization 
and | let him know they are not one of the “leadership organizations”, along with a few companies, and academics which 
are not included. Francis would like to discuss on our war room call tomorrow morning — he’s not clear on the 
distinction between participants and leadership group members. 


I’ve worked with Cheryl to figure out who is currently on the leadership list and identified who is not to help with sorting 
this out. 


Non leadership partners: 
@ Companies: (Amgen, Evotec, GSK) — seems there should be more here? 
* Non-profits: BMGF 
© Academics: all 


Leadership partners: 
@ 7 government: NIH, FDA, BARDA, CDC, VA, DOD, EMA, 
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16companies: Pfizer, AbbVie, Eisai, Gilead, KSQ Therapeutics, AstraZeneca, Roche/Genentech, Karuna 
Therapeutics, Merk, Takeda, Sanofi, Eli Lilly, J&J, Novartis, BMS, Vir Bio 
e Non-profit: FNIH, Fred Hutchinson Cancer Research Center, RTI International 


All companies along with BMGF are listed on the ACTIV webpage. Depending on the outcome of our discussion 
tomorrow, we may need to change the language on the webpage. 


Thanks, 

Ashley 

From: Collins, Francis (NIH/OD) [E] (b) (6) 

Sent: Wednesday, May 20, 2020 10:02 AM 

To: Parker, Ashley (NIH/OD) [E] 0) © Myles, Renate (NIH/OD) [E] < 0) (© 

Cc: Tabak, Lawrence (NIH/OD) [E] « (b) (6) >; Burklow, John (NIH/OD) [E] (b) (6) q 
Wolinetz, Carrie (NIH/OD) [E] (Or) 


Subject: RE: FOR YOUR REVIEW: ACTIV Web Page Updates 


| guess |’m not quite clear on the distinction between participants and leadership group members. Maybe we 
can discuss at our next War Room conversation? 


From: Parker, Ashley (NIH/OD) [E] ob) © 

Sent: Wednesday, May 20, 2020 9:57 AM 

To: Myles, Renate (NIH/OD) [E] oo Collins, Francis (NIH/OD) [E] ) ©. 

Ce: Tabak, Lawrence (NIH/OD) [E] ob) © >; Burklow, John (NIH/OD) [E] (b) (6) = 
Wolinetz, Carrie (NIH/OD) [E] (b) (6) > 


Subject: RE: FOR YOUR REVIEW: ACTIV Web Page Updates 
Hi Francis and Renate, 


Francis — we originally decided not to include all organizations represented on the WGs for the list of “leadership 
organizations” — BMGF, a small group of companies, and academics are not included. 


Is the preference to list BMGF as a leadership organization? If so, we will need to invite someone from BMGF to join the 
ACTIV leadership group. 


Looks great, Renate. The new EC members: Gary Disbrow, BARDA; Peter Marks, FDA; Andrew (Andy) Plump, Takeda. 


Thank you, 
Ashley 


From: Myles, Renate (NIH/OD) [E] (b) (6) 

Sent: Wednesday, May 20, 2020 8:05 AM 

To: Collins, Francis (NIH/OD) [E] < 0) © Tabak, Lawrence (NIH/OD) [E] (b) (6) > 
Ce: Burklow, John (NIH/OD) [E] (b) (6) Wolinetz, Carrie (NIH/OD) [E] < (b) (6) 

Parker, Ashley (NIH/OD) [E] < (b) (6 > 

Subject: RE: FOR YOUR REVIEW: ACTIV Web Page Updates 


Great, thanks Francis. I’ll add BMGF. 


Ashley: would you send me the list of the additional EC members? 
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From: Collins, Francis (NIH/OD) [E] < 0) 6 
Sent: Wednesday, May 20, 2020 6:44 AM 


To: Myles, Renate (NIH/OD) [E] (OY) Tabak, Lawrence (NIH/OD) [E] (b) 6) 
Cc: Burklow, John (NIH/OD) [E] < (b) (©) Wolinetz, Carrie (NIH/OD) [E] (b) (6) 
Parker, Ashley (NIH/OD) [E] < ob) © 


Subject: RE: FOR YOUR REVIEW: ACTIV Web Page Updates 


Looking good. | prefer the org chart with rectangles instead of circles. Note that we are adding three more 
members to the Exec Comm today, and that will need to be reflected. | also think we should include BMGF in 
the non-profit category — they have reps on three of the WGs and have been engaged. 


Fe 

From: Myles, Renate (NIH/OD) [E] (b) 6) > 

Sent: Tuesday, May 19, 2020 9:40 PM 

To: Collins, Francis (NIH/OD) [E] < (b) 6) Tabak, Lawrence (NIH/OD) [E] (b) (6) 
Cc: Burklow, John (NIH/OD) [E] ovo) © Wolinetz, Carrie (NIH/OD) [E] (b) (6) 
Parker, Ashley (NIH/OD) [E] ) © 


Subject: FOR YOUR REVIEW: ACTIV Web Page Updates 
Hi Francis and Larry: 


We soft launched the ACTIV webpage pretty quickly with the intention of spiffing it up a bit with a little more time. 
Attached is a PDF version of the website with a few graphical touches to the main and leadership pages, and another 
PDF with slightly revised presentation of the organization chart. Let me know if the treatment and images look okay to 
you and we'll have the online branch incorporate them on the page. Once completed, we'll do a harder launch of the 
webpage with a feature on the NIH.gov homepage and some social media promotion. 


Thanks, 
Renate 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 

on behalf of — Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 9/9/2020 12:53:22 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Disbrow, Gary 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=62a15 1e39ab942d88a813b449f9f6ccb-Gary.Disbro]; Dolsten, Mikael 
[ (b) (6) Fauci, Anthony (NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d35 6f0396b94-afauci]; Gibbons, Gary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh]; Marks, Peter (FDA/CBER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d7 2f06b813d471-MarksP. fda]; Pao, William 
[ (b) (6) Plump, Andrew [ ) 6 Stoffels, Paul [ ) © 1; 
Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 


[ (b) (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Jansen, Kathrin 
[ (b) (6) Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e8506 1e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34baS67c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 


0) 6 

[ee Anderson, SES NE/ODI [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 

(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Burklow, John (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklow)]; Castillejos, Carlos 

(b) 6) Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp); FNIH Central Account 
(b) (6) ]; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Gadbois, Ellen (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7c254b84a7 7f0S8dbf75b31b-hallettaa]; Lane, Cliff (NIH/NIAID) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Myles, Renate (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Parker, Ashley (NIH/OD) (E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Tabak, Lawrence (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e37 70cfc7ee770-tabakl]; Wolinetz, Carrie (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Gorman, Greta (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d49158684 1696e460f062-gormanmj]; Meltzer, Abbey (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Myles, Renate (NIH/OD) 
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Subject: 
Attachments: 


[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa Maria 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; 
Margaret Anderson [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab9a138f1e284c689fedfb10b8cc5295-marganderso]; Appell, Evan 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; Chen, 
Helen Q, [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user34aa917e]; Elsaid, Olivia [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userf0efa7bd]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Hawk, Harrison 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8); 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
IT] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Stratton, Benjamin 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188); 
btolman [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; 
Wachtel, Jonathan [ (b) 6) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
Materials for September 9 ACTIV Executive Committee Teleconference 

9.9 ACTIV Executive Committee Meeting 20200908_vFINAL.pdf; 2020-08- 
26_ACTIV_Leadership_Team_Meeting_vFinal.pdf; 2020-08-14_Executive_Committee_Meeting_Summary vFinal.pdf 


Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 


Please see attached the PowerPoint slides, including the agenda, for our meeting (via Zoom) from 2:30 — 3:30 PM 
Eastern U.S. time today. | have also attached notes from our August 26 Leadership Team meeting as well as our last EC 
meeting on August 14. 


The Zoom information is: 
Join Zoom Meeting 


https://fnih.zoom. 


Meeting ID: 


Passcode: (b) (6) 
One tap mobile 


Dial by your location 
6) © 


L (b) (6) 
(b) (6) 
0) © JS (Germantown) 
JS (Chicago) 


US (Germantown) 

US (Chicago) 

US (New York) 

US (San Jose) 

US (San Jose) 

US (Tacoma) 

US (Houston) 
3elgium 
Belgium 
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Italy 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
! United Kingdom 
Meeting ID: (b) (6) 
Passcode: (b) (6) 
Find your local number: https://fnih.zoom.usy —_(b) (6) 


Please let Cheryl Melencio here at FNIH (copied) know if you are having any problems connecting. | look forward to a 


productive meeting. 
Regards, 
David 
David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
) © 
“2 


2 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 
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Tn 2619, the FNIH earned the highest rating from Charity 
as an organization that exceeds industry standards. 


Javigator for the fifth consecutive year und was recognized 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 


Sent: 5/15/2020 7:18:50 PM. 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Judy Currier 
6) 6) Eric Hughes [ © LaVange, Lisa M ) (©) 
Sandeep Menon [ () © Proschan, Michael (NIH/NIAID) [E] [ (b) (6) L 
Read, Sarah (NIH/NIAID) [E] 6) (© ]; Price, Dionne (FDA/CDER) [ (b) (6) Rubin, 
Daniel B, (FDA/CDER) [ &) ©) Farley, John (FDA/CDER) (&) 6) Karen Lynn 
Price [ ) © () ©) &) © &) 6) 
) © ) © &) ©) Eron, Joe 
(b) (6) Javan, Arzhang (NIH/NIAID) [E] [ (b) (6) Roa, Jhoanna[ —_(b) (6) 
(OO) Kim, Peter (NIH/NIAID) [E] [ (b) 6) 
cc: Demarcus (b) (6) J, Tountas, Karen (FNIH) [T] [ (b) (6) Wachtel, Jonathan 
0) 6) Elizabeth Kim [ (Oxo) Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Jnoanna Roa 


[ (b) (6) Eron, Joseph JJr ob) © Smith, David 
[ (b) (6) Paul Klekotka (b) (6) ]; Ajay Nirula [niru (b) (6) 
Subject: ACTIV TX-Clinical Master Protocol Outpatient mAbs Writing Team Meeting #1 
Attachments: a5401-d03-activ-051620.docx 
Location: https://fnih.zoom.us/ (b) (6) 
Start: 5/18/2020 5:00:00 PM 
End: 5/18/2020 6:00:00 PM 


Show Time As: Busy 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen Lynn Price; 
(b) ©) o) © 0) © (b) (6) 


(b) (6) (b) © ; Eron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa, Joanna; 
(b)(6) _ Kim, Peter (NIH/NIAID) [E] 
Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 


Attendees: Eron, Joseph J Jr; Smith, David; Paul Klekotka 
*“*Updated with New Protocol Version*** 
Dear ACTIV-2 Master Protocol Writing Team, 


Thank you all for being willing to get together so quickly. I look forward to the ACTIV and the ACTG teams 
working together to make this protocol great and get it going quickly. 


We will work to get a full list of participants and their roles together for this meeting to distribute. In the 
meantime, the ACTG team has been kind enough to send the current draft of their protocol for us to start 
from. They have noted to me that they have removed some agent specific information for confidentiality 
purposes, but all else should be ready for this group to review and start thinking and commenting on. 


Thanks, 


Stacey 
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Join Zoom Meeting 
https://fnih.zoom.us/ oo 


Meeting ID: (&) 6) 
Password: (b) (6) 
One tap mobile 
) ©) US (Chicago) 
US (New York) 


Dial by your location 
0) © US (Chicago) 

US (New York) 

US (Germantown) 

US (San Jose) 

US (San Jose) 

US (Tacoma) 

US (Houston) 

Meeting ID: (b) (6) 

Password: (b) (6) 

Find your local number: https://fnih.zoom.us/ ) © 
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From: (OO) [ 0) ©) 


Sent: 7/9/2020 4:54:16 AM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

BCC: Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm] 

Subject: Re: Invitation from Francis Collins to join COVID public-private partnership 

Hi Mike, 


Yes, | raised this a few weeks ago and agree we should add Moderna and Novavax to the list of companies on the 
website. I can alert our team to get this updated tomorrow and maybe you can alert Abbey/Greta to update on the 
FNIH website? 


The last time | checked, Chery! was still waiting to hear back from the Novavax rep on the vaccines WG, Gregory Glenn 
to see if he approved to be listed on the website — have you heard anything? 


Also, there’s time to think about inviting Tal Zaks or a rep from Moderna to the leadership team meetings but I'll leave 
that decision to David and the war room! 


Thanks, 

Ashley 

On Jul 8, 2020, at 11:08 PM, Santos, Michael (FNIH) [T] < (b) 6) wrote: 
Hi Ashley, 


| remember there was some discussion about which organizations are listed on the ACTIV webpage after 
you raised the question of Moderna and Novavax not being listed, and what the criteria are for that. 


Tal Zaks of Moderna is requesting that they be listed (see below). Given that OWS just made a big 
investment in Novavax, it may make sense to have their participation listed as well, as its absence may 
be noticed at this point (and like Moderna they have been regular participants in Vaccines meetings). 


Although it would lead to some inconsistencies in the principles of who is listed, at this point it might be 
most straightforward just to add those two companies. What do you think? If there are any other 
steps, of course I’m happy to help out. 


| Foundation for the National Institutes of Health 


From: Tal Zaks vo) © > 
Sent: Wednesday, July 8, 2020 10:56 PM 
To: Santos, Michael (FNIH) [T] (b) (©) 


Subject: Re: Invitation from Francis Collins to join COVID public-private partnership 
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Dear Michael, 

I’m following on this email of a while ago, as it has recently been brought to my attention that we 
(Moderna) are not listed as a participating organization on the ACTIV website, despite having been 
active participants since you had kindly invited us back in April. 

Can you please help me understand whether this is an oversight of communications or some other 
omission on my part? If so, can | ask how can we correct it? We are proud to be part of this effort. 
Thanks! 


Tal 

From: "Santos, Michael (FNIH) [T]" < 0) © 

Date: Sunday, April 19, 2020 at 1:53 PM 

To: Stephane Bancel < () (6) > 

Cc: "Mascola, John (NIH/VRC) [E]" (b) (© >, "Tolman, Brett" 


(b) (6) >, Tal Zaks ) © > 
Subject: RE: Invitation from Francis Collins to join COVID public-private partnership 


Dear Stephane, 

Thanks much for your quick reply. We're delighted to have Moderna represented in the Working Group. 
Tal: We will follow up with additional information and calendar invitations to the Working Group 
meetings. Please don’t hesitate to reach out with any questions. We’re looking forward to working with 


you. 


Best regards, 
Mike 


pact Santos, PhD 
sociate Vice President, Science | Foundation for the National Institutes of Health 


From: Stephane Bancel < (b) © 

Sent: Sunday, April 19, 2020 1:50 PM 

To: Santos, Michael (FNIH) [T] (b) (6) > 

Cc: Mascola, John (NIH/VRC) [E] (b) ©) >; Tolman, Brett (b) (6) >; Tal 
Zaks <Tal.. (b) (6) 


Subject: Re: Invitation from Francis Collins to join COVID public-private partnership 


Dear Mike, thanks a lot for the invitation. We appreciate it given our already great partnership with 
NIAID on the mRNA-1273 clinical development. We are finalizing our Phase 2 plans. 


Tal Zaks, our CMO leads our SARS-CoV-2 vaccine development. | think he will be the right person to 
participate in that group. 


He is copied here 
Cheers 


stephane 
From: "Santos, Michael (FNIH) [T]" < (b) (©) 


Date: Sunday, April 19, 2020 at 12:09 PM 
To: Stephane Bancel ) (© 
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Ce: John Mascola 6) © >, "Tolman, Brett" ob) © > 
Subject: Invitation from Francis Collins to join COVID public-private partnership 


Dear Stephane, 
If you have not already, you will soon receive an invitation from Francis Collins to join the Accelerating 


COVID-19 Therapeutic interventions and Vaccines (ACTIV) public-private partnership, and in particular 
the Vaccines Working Group, which John Mascola is also a member of. 


The next meeting of the Vaccines Working Group is tomorrow (Monday, Apr 20) at 9am ET; a calendar 
invitation follows. Further information and materials are attached. We hope you will be able to 
participate. Please do not hesitate to reach out with any questions, and we would be happy to provide 
additional information. 


Best regards, 
Mike 


Michael Santos, PhD 

Associate Vice President, Science 
Foundation for the National Institutes of Health 
®© —faihorg 

11406 Rockville Pike, Suite 600, North Beth 
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Stay at the forefront of FNIH news: fnih.org/newsletier 


wv Please consider the environment before printing this email 


Confidentiality notice and disclaimer: The information in this message and any attachments is intended for the 
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and any attachments from your system without reading or disclosing them. If you are not the intended addressee, be 
advised that any use of the information in this message and any attachment is prohibited and may be unlawful, and 
you must not copy this message or attachment or disclose the contents to any other person. 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 

Sent: 4/16/2020 10:24:21 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4 faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Syiva.Colli]; Judy Currier 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7cle34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Mark Eisner 


(b) (6) Keith Gottesdiener [ 0) 6) Eric Hughes 
[ () 6) LaVange, Lisa M [ ob) © Elliott Levy [ (b) (6) Sandeep 
Menon [ (b) 6) Amanda Peppercorn [ ) © Proschan, Michael 


(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 
») (6) Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c4 4b 18bb6fcd3820bee2 1-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a97 9dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEYJ.fda] 
cc: Mary Biggs [ (b) (6) Demarcus [ (b) (©) Macone, Erin [ (b) (6) 
Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
(b) (6) Elizabeth Kim [ (b) ©) Parker, Ashley (NIH/OD) [E] 
[(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Rose Li Central Account 
(b) (©) Lucas Smalidon [ 6) © Butcher, Tina 

(b) ( Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Wung, Peter /US 


) © 
Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #3 
Location: https://fnih.zoom. (6) 6) 


Start: 4/21/2020 5:00:00 PM 
End: 4/21/2020 6:00:00 PM 
Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LeVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER) 

Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH} [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 

Attendees: (NIH/OD) [E]; Rose Li Central Account; Lucas Smalldon; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl 
(FNIH) [T]; Wung, Peter /US 
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Dear TX-Clinical Master Protocol Subgroup, 


This will be our 3 meeting. We will update with materials after the weekend and Monday’s call. 


Thanks, 
Stacey 


Join Zoom Meeting 
https://fnih.zoom.us/ (b) 6) 


Meeting ID: (b) 6) 
Password: (6) (6) 
One tap mobile 
(OO) US (Chicago) 
US (New York) 


Dial by vour location 
©) US (Chicago) 

US (New York) 

US (Houston) 

US (San Jose) 

US (San Jose) 

US 

US 

Mecting ID: (b) © 

Password. (b) (6) 

Find your local number: https://fnih.zoom.u oo 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 


Sent: 6/2/2020 10:29:50 AM 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Read, Sarah (NIH/NIAID) [E] 
[ (b) (6) ]; Eric Hughes [ ob) © Amanda Peppercorn 
[ ) © Breuer, Sebastian [ (b) 6) Martin, Flavius 
[ (b) (6) Andrew Charles Adams 0) (6) ]; John Mellors 
(b) (6) Marovich, Mary (NIH/NIAID) [E] [ 0) (© Judy Currier 
) © Tressler, Randall (NIH/NIAID) [€) [ (b) (6) Smith, David 
[ (b) (6) Jacqueline Kirchner [ [OTO) 
cc: Elizabeth Kim [ ob) © Chen, Helen Q. [ b) © Payton, Natalie 
[ (b) © Andrew Para [ (b) (6) (OIG) Dana Carluccio 
[ (b) 6) Lucas Smalldon | ) ©) Rose Li Central 
Account (b) (6) ]; Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa9SaaaafeO6ebd70-parkeras] 
Subject: HOLD for Potential ACTIV TX-Clinical Agent Prioritization - mAb Subteam Meeting 
Location: https://fnih.zoom.us/ ovo) © 
Start: 6/2/2020 6:00:00 PM 
End: 6/2/2020 7:00:00 PM 


Show Time As: Busy 


Required Read, Sarah (NIH/NIAID) [E]; Eric Hughes; Amanda Peppercorn; Breuer, Sebastian; Martin, Flavius; Andrew Charles 

Attendees: Adams; John Mellors; Marovich, Mary (NIH/NIAID) [E]; Judy Currier; Tressler, Randall (NIH/NIAID) [E]; Smith, David; 
Jacqueline Kirchner 

Optional Elizabeth Kim; Chen, Helen Q.; Payton, Natalie; Andrew Para; (b) (© Dana Carluccio; Lucas Smalldon; 

Attendees: Rose Li Central Account; Parker, Ashley (NIH/OD) [E] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
htps://fnih.zoom.us/j &) 6) 


Meeting ID: (b) (6) 

Password: (b) (6) 

One tap mobile 

4 (OKO) US (Chicago) 

4 US (New York) 


Dial by your location 
oO) US (Chicago) 

US (New York) 

US (Germantown) 

US (Tacoma) 

US (Houston) 

US (San Jose) 

US (San Jose) 

Meeting ID: (0) 6) 

Password: (b) (6) 

Find your local number: https://fnih.zoom.us _ (b) (6) 
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Sent: 1/13/2021 7:04:45 PM 

Subject: FW: ACTIV Joint Executive Committee & Leadership Team Meeting: tomorrow, January 14, 2021 

Attachments: 01.14 ACTIV EC and Leadership Team Meeting 20210113_vF2.pdf; 01.14 ACTIV EC and Leadership Team 
Meeting APPENDIX_20210113_vF.pdf; 2020-12- 
16_ACTIV_Leadership_Team__and_Executive_Commitee_Meeting_Summary_vF.docx 


From: Melencio, Cheryl (FNIH) [T] < (b) (© On Behalf Of Wholley, David (FNIH) [T] 

Sent: Wednesday, January 13, 2021 1:38 PM 

To: Austin, Christopher (NIH/NCATS) [E] < (b) (6) Bancel, Stephane 

< (b) (6) Carter, Kara < ) Cavaleri, Marco 

< ) (© Cihlar, Tomas < (b) (6) Collins, Francis (NIH/OD) [E] 

< (b) (6) Corey, Larry < (b) 6) Culp, Michelle (NIH/OD) [E] < (b) (6) 

Victoria Davey < (b) 6) Disbrow, Gary (OS/ASPR/BARDA) < (b) (6) Dolsten, Mikael 
< (b) (6) Erbelding, Emily (NIH/NIAID) [E] < (b) (6) Erck, Stan 

q (b) (6) Fauci, Anthony (NIH/NIAID) [E] < (b) (6) Freire, Maria (FNIH) [T] 

< (b) (6) Gadbois, Ellen (NIH/OD) [E] < (vb) (6) Gibbons, Gary (NIH/NHLBI) [E] 

q (b) (6) Hudson, Thomas < bo) 6 James, Stephanie (FNIH) [T] 

< (b) (6) Johnson, Robert (OS/ASPR/BARDA) < (b) (6) Kramer, Lynn 

< (b) (6) Lane, Cliff (NIH/NIAID) [E] < (b) (6) Lepore, John < (b) (6) 

Marks, Peter (FDA/CBER) < (b) (6) Marston, Hilary (NIH/NIAID) [E] < (b) (6) 

Mascola, John (NIH/VRC) [E] < 0) © Meeker, David < vo) © Menetski, Joseph 
(FNIH) [T] < ) © Messonnier, Nancy (CDC/DDID/NCIRD/OD) < (OO) Pandya, Hitesh 

< (b) (6) Pangalos, Mene < 0) © Pao, William 

< (b) (6) Parker, Ashley (NIH/OD) [E] < (b) (6) Paul, Steve < (&) (6) 
Perlmutter, Roger < (b) (6) Plenge, Robert < (b) (6) Plump, Andy 

< (b) (6) Rachel Ramoni < (b) (6) Reed, John < 6) © Reese, 
David< (b) (6) Rouse, Doris < (b) (6) Santos, Michael (FNIH) [T] < (b) (6) 

Skovronsky, Daniel < (b) (6) Stein, Peter (FDA/CDER) < (b) 6) Stoffels, Paul 
< (b) 6) Tabak, Lawrence (NIH/OD) [E] < oo Talley, Michael 

< (b) (6) Tsai, John < 0b) © Vessey, Rupert < (b) (6) Virgin, Skip 
< (b) (6) Wholley, David (FNIH) [T] < (b) 6) Woodcock, Janet (FDA/CDER) 

< ) 6) Young, John < 6) © Colvis, Christine (NIH/NCATS) [E] 

< (b) (6) Desrosiers, Betsy < vo) © Eric Hughes 

< ) (6 Jansen, Kathrin < ) (© Kurilla, Michael (NIH/NCATS) [E] 

< (b) (©) Lowy, Douglas (NCI)< (6) (6) Read, Sarah (NIH/NIAID) [E] < (b) (6) 
Young, John < (b) (6) Adam, Stacey (FNIH) [T] < (b) (6) Margaret Anderson 

< (b) (6) Appell, Evan < (b) 6) Chen, Helen < (b) (6) 

Connelly, Sarah < (b) 6) Gonzalez, Nina < (b) (©) Hawk, Harrison 

< (b) ©) Mendelson, Jesse < (b) (6) Menetski, Joseph (FNIH) [T] 

< (b) (6) Nasr, Hana < 0) © Santos, Michael (FNIH) [T] < (b) (6) Sorosa, 
Alex < (b) (6) Stratton, Benjamin < (b) (6) btolman < (b) (© 

Wachtel, Jonathan < (b) (6) Wholley, David (FNIH) [T] < (b) 6) Anderson, James 
(NIH/OD) [E] < (b) (6) Burklow, John (NIH/OD) [E] < (b) (6) Carluccio, Dana 

< () (6) Castillejos, Carlos < (b) (©) Culp, Michelle (NIH/OD) [E] 

< (OXO) FNIH Central Account < (OKO) Gadbois, Ellen (NIH/OD) [E] 

< (b) 6) Hallett, Adrienne (NIH/OD) [E] < 0) © Lumsden, Joanne (NIH/NCATS) [C] 
< (b) (6) Myles, Renate (NIH/OD) [E] < (b) (6) Wolinetz, Carrie (NIH/OD) [E] 

< (b) (6) Burklow, John (NIH/OD) [E] < (b) (6) Hallett, Adrienne (NIH/OD) [E] 

< (OO) Meltzer, Abbey (FNIH) [T] < yk) Myles, Renate (NIH/OD) [E] 
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< &) © Wolinetz, Carrie (NIH/OD) (E] < ) © Esser, Mark 


3 ) © 
Ce: Austin, Sarah (NIH/NIAID) [E] < 0) (6 Barasch, Kimberly (NIH/NIAID) [C] 
< (OO) Bell, Julie < (Oxo) Burrus-Shaw, Cyndi (NIH/OD) [E]__(b) (6) 

; Carver, Trea (NIH) [C] < 6) © Caulfied, Anita < ) (6) Coan, 
Amanda < (b) (6) Conrad, Patricia (NIH/NIAID) [E] < (b) (©) Dimishkov, Roxanne 
(NIH/NHLBI) [C] < (OY) Edl, Susan < 0) © Fuhrer, Nicole 
q (b) (6) Giorgi, Sara < (b) © Hoban, Michelle < (b) (6) 
Hoffstetter, Renata (FNIH) [T] < (b) (©) Iberdemaj, Vaide < (b) (©) Jenkins, 
Christine S. < ) © Krack, Kimberly <kimberly>; (b) (©) Lagos, Enrique (NIH/NCATS) 
[El< (b) 6) Lever, Susan < (b) (©) Magbie-Robinson, Kim (NIH/OD) [C] 
< (b) (6) Martin, Melisa < () (6) McManus, Ayanna (NIH/OD) [E] 
< (b) (6) Melencio, Cheryl (FNIH) [T] < (b) (6) Minnich, Beth 
< (b) (6) Perala, Mie < (b) (© Protasiewicz, Ann < ) © 
Riccobene, Kim < (b) (6) Riggin, Mary < oo Ripley, Nadege 
< (b) (6) Schuster, Donna < (b) (6) Sepulveda, Dorina (FNIH) [T] 
< (b) 6) Simon, Dina (NIH/OD) [C] < 0) (© Suhana, Tina (NIH/VRC) [E] 
< (b) (© Thomas, Ashley (FDA/CDER) < () (6) Wood, Gretchen (NIH/OD) [E] 
< (b) (6) Burrus-Shaw, Cyndi (NIH/OD) [E] < b) © Carver, Trea (NIH) [C] 
< (b) (6) Hughes, Karen (NIH/OD) [E] < (b) (6) Lagos, Enrique (NIH/NCATS) [E] 
< (b) (6) Magbie-Robinson, Kim (NIH/OD) [C] < ) © Melencio, Cheryl 
(FNIH) [T] < (b) 6) Simon, Dina (NIH/OD) [C] < ) © Togashi, Mieko (NIH/NCI) [E] 
< (b) 6) Underwood, Nancy < &) © Zottoli, Jessica 
4 (b) ©) ) © Ellis, Carol < 0) © 


Subject: ACTIV Joint Executive Committee & Leadership Team Meeting: tomorrow, January 14, 2021 
Dear ACTIV Leadership Team and meeting attendees: 


Attached please find the slides for our meeting tomorrow, Thursday, January 14 from 10:30 AM —Noon Eastern U.S. 
Time. The minutes from the December 16 Executive Committee/Leadership Team call are attached to this note. 


The logistics for the Zoom call, which were previously sent to you in the Outlook calendar invitation, are as follows: 


Join Zoom Meeting 
httrs://fnih.zoom. (OX) 


Meeting ID: (b) (6) 
Passcode: (b) (6) 
One tap mobile 
(&) © US (Washington D.C) 
US (Chicago) 


Dial by vour location 
(b) (6) US (Washington D.C) 

US (Chicago) 

US (New York) 

US (San Jose) 

US (San Jose) 

Us (Tacoma) 

US (Houston) 

Belgium 

Belgium 

Belgium 
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(b) (6) 


Switzerland 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
' United Kingdom 
Meeting ID: (b) (6) 
Passcode: (b) (6) 
Find your local number: https://fnih.zoom.us/i (vb) (6) 
Please let Joe Menetski or Cheryl Melencio here at FNIH (copied) know if you are having any problems connecting. | look 
forward to a productive meeting. 


Regards, 
David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
&) ©) 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 
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In 2079, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and 
was recognized as an organization that exceeds industry standards. 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 
Sent: 4/17/2020 9:07:21 PM. 
To: ) © ov) © 0) © () © 
) © o)© o) © (&)@ —_Baric, Ralph 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=48e3Sab1d3044465a7790ee4dedSbc32-rbaric.emai]; 
(b) © Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8a5ace9923ae4 15aa3d8Sac09cb76f85-DEMINGD.fda]; 
(b) 6) 0) 6 ) 6) Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9Saaaafe06ebd70-parkeras]; Collins, Francis (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 
(b) (6) Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f5e22f801f9 146ef90116c4311c6f3ee-Peter.Adams] 
(soy Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Melencio, Chery! (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 
(b) (6) Hughes, Eric [ ) © Jansen, Kathrin 
(b) (6) Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc695265f80-santosmr]; Adam, Stacey (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 


(b) ( Kim, Elizabeth [ (b) © Tolman, Brett [ (b) © Wachtel, 
Jonathan [ (b) (© Prabhavathi Fernandes [ (b) © Diamond, Michael 
(b) (6) Rose Li[ (b) 6) Dana Carluccio 


6) © Lagos, Enrique (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=2e9041ab27204d83b0675267a44b0d1-lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
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Subject: 
Location: 


Start: 
End: 


Show Time As: 


Recurrence: 


Required 
Attendees: 


Optional 
Attendees: 


Holding time 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 


(b) (6) Dave Frankowski [ [OIO) 
ACTIV Preclinical working group (Friday meeting) 
https://zoom.us/j 0b) © 
4/24/2020 3:00:00 PM 
4/24/2020 4:00:00 PM 
Tentative 
Weekly 
every Friday from 11:00 AM to 12:00 PM 
(b) (6) b) 6) 0) © 0) ©) 
) © b) 6) (OX) 0) © 
(b) (6) b) 6) b) 6) b) 6) 
(b) 6) (b) 6) (b) (6) (b) (6) 
) (©) Parker, Ashley (NIH/OD) [E]; Collins, Francis (NIH/OD) [E]; 


(b) (6) Adams, Peter (OS/ASPR/BARDA) 
Wholley, David (FNIH) [T]; Austin, Christopher (NIK/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine 
(NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas 
(NCI); Read, Sarah (NIH/NIAID) [€]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; 
James, Stephanie (FNIH) [1]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi 
Fernandes; Diamond, Michael; Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha 
(NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; 
Dave Frankowski 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


Meeting ID: 
Password: (b) (6) 
One tap mobile 


Dial by your location 
(b) (6) 


Meeting ID: 


(b) 6) 
(b) ©) 


(b) (6) US (New York) 
US (Chicago) 


US (New York) 
US (Chicago) 
US 

US 

US (Houston) 
US (San Jose) 
US (San Jose) 
&) ©) 


Password: (b) (6) 
Find your local number: https://zoom.t (b) (6) 


APAR0000023019-2515256 


From: Takas, Therese 0) © 


Sent: 6/9/2020 5:03:27 AM 

To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa742841Sbb86087d08b628e6f-melencioc] 

eG Brodd, Lauren (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba66Sdea08e5417 1b3d6890c2518ddb9-leponelm]; Myles, Renate (NIH/OD) 


[E] [/o=Exchangelabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Gorman, Greta (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d49 158684 1696e460f062-gormanmij]; Meltzer, Abbey (FNIH) 


IT] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak] 
Subject: RE: Permission to List on ACTIV Website 


Dear Cheryl, 


Yes you may list it on the website and how you have it listed in the email is fine. 


Thanks 

Therese 

From: Melencio, Cheryl (FNIH) [T] < () ©) 

Sent: Monday, June 8, 2020 5:05 PM 

To: Takas, Therese < 0b) © 

Cc; Brodd, Lauren (NIH/OD) [E] < (b) (6) Myles, Renate (NIH/OD) [E] < (b) (6) Parker, 
Ashley (NIH/OD) [E] < (b) (6) Gorman, Greta (FNIH) [T] < (b) (6) Meltzer, Abbey (FNIH) [T] 
< (b) 6) 


Subject: Permission to List on ACTIV Website 
Dear Ms. Takas, 


Karen Tountas provided me your name as a new member of the CT Capacity Working Group for the ACTIV 
Project. Please let me know if we have your permission to list you on the website. 


Please let us know if this is how you would like to be listed. 
ie Takas 

Clinical Operations 

AstraZeneca 


Please reply to all on your response. 


Thank you 


Cheryl 


Research Partnerships 
for the National Institutes of Health 


6) © 


APAR0000002737-2515258 


fnih.org 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fhih.org‘pandemic 


FNIH PANDEMIC 


RESPONSE FUND 


APAR0000002737-2515258 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 
Sent: 4/16/2020 12:48:23 PM 
To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47¢7ae39d7bcf0aac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 
Ruxandra | (b) (6) Eisner, Mark [ 0) (© Gottesdiener, Keith 
b) © Hughes, Eric [ ob) © Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Kim, Elizabeth 
[ 0) © LaVange, Lisa [ 0b) © Levy, Elliot [ ob) © Mellors, John W 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; 
Menon, Sandeep [ (b) 6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; 
Patel, Naimish [naimish.patel@sanofi.com]; Peppercorn, Amanda [ (OO) Poole, Mike 
[ (b) (6) Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4.cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a97 9dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Wholley, David (FNIH) 
{T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=00f8a853d8d740f8a8cdd5Scbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f6b8/588067 140fe988f0832c2387725-Syiva.Colli] 
cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 
(b) 6) Jansen, Kathrin [ 0) 6 Kurilla, Michael (NIH/NCATS) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Young, John 
(b) (©) Biggs, Mary [ ) © Butcher, Tina [ (b) (6) 
Demarcus [ i kO) Macone, Erin [ oo Melencio, Cheryl (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 
(b) (6) Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 


ob) © Tolman, Brett [ (OO) Alvarez, Rosa [ 6) © 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Rose Li [ (6b) (© Dana Carluccio 
(b) (6) Rose Li Central Account [ 6) (© Anderson, Margaret 
(b) ( Lucas Smalldon [ (Oro) 
Subject: Materials for ACTIV Therapeutics-Clinical Working Group Meeting #2 


APAR0000023406-2515259 


Attachments: ACTIV Therapeutics-Clinical WG Meeting Agenda_04152020.pdf; ACTIV Therapeutics-Clinical WG 16Apr2020 
Meeting Guide 04152020.pdf; 2020-04-14_TX-Clinical_WG_Agent_Prioritization_Subgroup_Summary.pdf; 
ACTIVPrioritizationCriteria-v2.xlsx; ACTIV_Therapeutics-Clinical_MP Sub-Group Meeting 1_Key 
Takeaways_04152020v2.docx 


Dear COVID PPP Therapeutics-Clinical WG Members and Co-Chairs from other WGs, 


Thank you all for all your hard work this week. We cannot thank you enough for you time and dedication to this 
important effort. Today’s large group meeting will serve for the two subgroups to come back together and provide 
updates to each other and ensure we are staying on a unified path to move forward for this workstream. 


Please find attached the materials for today’s meeting: 
1. Agenda 
2. Slides for the presentation 
3. Formal summary for Agent Prioritization Subgroup — 1° Meeting 
4. Draft Agent Prioritization Criteria/Data Needed (Excel Sheet) 
5. High Level summary and action items for the Master Protocol Subgroup — 1% Meeting 
Note: The Master Protocol Subgroup will be having a second meeting immediately before this meeting, so we may 
be updating their summary slides on the fly during the meeting. Thank you for you patience and understanding with 
this fast moving process. 


Reminder #1: If you are part of the Agent Prioritization Subgroup, we would like your feedback on the criteria in the 
Excel Spreadsheet attached. 
Reminder #2: If you have not already done so, please fill out this Doodle Poll with your availability. 
httes://doodle.com/poll/nhdSzeimnS37agk5 

Agent Prioritization Subgroup we especially need you to fill out for tomorrow as soon as you can. 


If you have any questions, please do not hesitate to reach out. 


Kind regards, 
Stacey, on Behalf of the TX-Clinical WG 


Stacey J. Adam, PhD 
Director, Cancer 
Rese Partnerships 


Direct: (b) (6) Mobile: (b) (6) 


Sent: Sunday, April 12, 2020 1:50 PM 
When: Thursday, April 16, 2020 12:00 PM-1:30 PM America/New_York. 
Where: https://zoom.us, (6) (©) 


Join Zoom Meeting 
https://zoom.us/ ) © 


MeetingID: — (b) (6) 
Password: (b) (6) 
One tap mobile 
(b) ©) US (New York) 


APAR0000023406-2515259 


©) © # US (Chicago) 


Dial bv vour location 
&) ©) US (New York) 

US (Chicago) 

US (Houston) 

US (San Jose) 

US (San Jose) 

US 

poe Us 

Meeting ID: (b) (6) 

Password: (b) (6) 

Find your local number: https://zoom.us —_(b) (6) 


APAR0000023406-2515259 


To: 


Read, Sarah (NIH/NIAID) [E] 6) © ]; Higgs, Elizabeth (NIH/NIAID) [E] [ oo Kozak, 


Marina (OS/ASPR/BARDA) [ 0) © Patterson, Amy (NIH/NHLBI) [E] [ ) (6) 

Aggarwal, Neil (NIH/NHLBI) [E] { 0) (© Reineck, Lora (NIH/NHLBI) [E] (b) (6) Judy 
Currier [ &) © Proschan, Michael (NIH/NIAID) [E] 0) (© J; Miller, Marissa A 
(NIH/NHLBI) [E] [ 6 Rachel Harrigan [rachel.h. woo Erhardt, William 
(HHS/IOS) [ (6) ©) Cavan, Reilly [ 6) © Neaton,Jim{ _(b) 6) 

Lane, Cliff (NIH/NIAID) [E] [ 0%) 6 Rosenberg, Yves (NIH/NHLBI) [E] [ () 6) 

Wentworth, Debby [ 0) © Denning, Eileen [ oo Adam, Stacey (FNIH) [T] 


'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Sandeep Menon 
[ (OO) Paul Klekotka [ ov) © Jim Neaton [ 0) 6 Jens 
Lundgren [ (b) (6) Eric Hughes [ (b) © Read, Sarah (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Higes, Elizabeth (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=060 1ca55a8284 1aba16353b96cff8ca9-ehiges); Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421-Marina.Koza]; Patterson, Amy 
(NIH/NHLBI) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d6Sbb70f-pattersa]; Aggarwal, Neil (NIH/NHLBI) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889'3b0c44a63526-aggarwalnr]; Reineck, Lora 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla); Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Karen Lynn Price 

(b) (6) LaVange, Lisa M [ (b) (6) Proschan, Michael (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham); Miller, Marissa A 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afea8bcd 1c054bcd9250da63e 1dbe947-millerma2]; Rachel Harrigan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=80023e7be2dd4554b54d 1604 fa60df18-rachel.h.ha); Erhardt, William 
(HHS/!OS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=86d3f82263b04011a1ff30220cd2d612-William.Erh]; 


(b) (6) Gelijns, Annetine [ (b) 6) Moskowitz, Alan 

ob) © Ab Babiker [ (b) 6) Cavan, Reilly [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=995fe0f1253c443a832f96f003f0f2c5-cavanr. bios]; 
Phillips, Andrew (andrew. phillips@ucl.ac.uk) (b) (6) ]; Birgit Grund [ (b) (6) 


Neaton, Jim [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f2b26b051964d9da6868e53c9cc6c49-jim.ccbr.um]; Joe Koopmeiners 

(b) (© David Vock [ 6) © Thomas Murray [ ov) © Max Parmar 

(b) 6) Mark Polizzotto [ (b) (© Ginny Kan [ (b) (6) Lane, 
Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a822de-clane]; Baker, Jason 


(b) 6) Roger Paredes [ b) 6) (b) 6) 

) 6) (OKO) [OXO) (&)@ —_ Rosenberg, Yves 
(NIH/NHLB)) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; 6) 6 

) © Ajay Nirula &) © J; Ginde, Adit [ ) (6 
Andrew Phillips [ (b) (6) (b) (6) Wentworth, Debby 


‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7dc146ea82bb402cb5c6596f43056347-wentw001.um]; Shweta Sharma 
(b) (© 6) © Denning, Eileen [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=de3c18df3b7945bda704a01abd12b3b4-eileen.ccbr]; Peter Smith, 
M.D. (Thoracic Surgery) [ (b) (6) 


APAR0000019725-2515262 


cc: Tountas, Karen (FNIH) [T] [ 0b) © Harrigan, Rachel (HHS/IOS) [Rachel. (b) (©) Demarcus 
[ ob) © Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
oo Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Chen, Helen Q. 


[ (b) ©) Eron, Joseph J Jr (b) 6) Chew, Kara M.D. 
[ (b) (6) .edu]; Daar, Eric [ vo) © Bagiella, Emilia [ (b) (6) 

(b) (© Lisbeth Jorgensen [lisbeth. 0) (© Erhardt, 
William (HHS/IOS) [ (b) (6) (OO) Harrigan, Rachel (HHS/IOS) 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr] 


Subject: Canceled: ACTIV-3 Writing Team 
Start: 7/6/2020 3:00:00 PM 
End: 7/6/2020 4:00:00 PM 


Show Time As: Free 


Recurrence: — (none) 


Required Sandeep Menon; Paul Klekotka; Jim Neaton; Jens Lundgren; Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Higgs, 

Attendees: Elizabeth (NIH/NIAID) [E]; Kozak, Marina (OS/ASPR/BARDA); Patterson, Amy (NIH/NHLBI) (E]; Aggarwal, Neil 
(NIH/NHLBI) [E]; Reineck, Lora (NIH/NHLBI) [E]; Judy Currier; Karen Lynn Price; Lisa LaVange; Proschan, Michael 
(NIH/NIAID) [E]; Miller, Marissa A (NIH/NHLBI) [E]; Rachel Harrigan; Erhardt, William (HHS/1OS); 


(b) 6) Gelijns, Annetine; Moskowitz, Alan; Ab Babiker; Cavan, Reilly; Phillips, Andrew 
( (b) (6) Birgit Grund; Neaton, Jim; Joe Koopmeiners; David Vock; Thomas Murray; Max Parmar; 
Mark Polizzotto; Ginny Kan; Lane, Cliff (NIH/NIAID) [€]; Baker, Jason; Roger Paredes; (b) (6) 
(b) (6) (b) (© (b) ©) Rosenberg, Yves 
(NIH/NHLBI) [E]; (b) (6) (b) (6) Ajay Nirula; Ginde, Adit; Andrew Phillips; 
(b) (6) Wentworth, Debby; Shweta Sharma; (b) (6) Denning, Eileen; Peter 


Smith, M.D. (Thoracic Surgery) 


Dear ACTIV-3 writing Team, 


The team has asked to cancel this group meeting for today to repurpose the time for a set of smaller 
meetings among the team to address specific sections that are still needing some attention. If we need a 
larger writing team meeting tomorrow, we will work to schedule a little later. 


Thank you for your understanding of repurposing our time to allow for optimal use. 


Thanks, 
Stacey 


Join Zoom Meeting 
https: //fnih.zoom.us/j (b) (6) 


Meeting ID: 
Password: wo” 
One tap mobile 
(vb) © us (New York) 
Us (Germantown) 


Dial by vour location 
(b) ©) Us (New York) 
US (Germantown) 
us (Chicago) 
us (Tacoma) 
US (Houston) 
us (San Jose) 
US (San Jose) 


Password: 


Meeting ID: bo) © 
6) 
Find your ees number: https://fnih.zoom.us, — (b) (6) 


APAR0000019725-2515262 


To: 


cc; 


Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Jim Neaton 

(bv) 6) Jens Lundgren [ (b) (6) Read, Sarah (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Eric Hughes 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=060 1ca55a82841aba16353b96cff8ca9-ehiges); Goff, David (NIH/NHLBI) [E] 
[(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Nayak, Seema (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 i1dSee68480045 78bSbf9c808eca8féf-nayaksul; Victoria Davey 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2¢8291f38ec342f895243c0617e115ec-victoria.da]; Kozak, Marina 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ff3881f41df744ad9dc3caa8f497a421-Marina.Koza]; McNay, Laura 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d089e83823824b60b9 1b6c394fedd335-Imcnay]; Aggarwal, Neil (NIH/NHLBI) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889'3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aScb3e9a3a2747c38c42fE8f5c8e40cf-rosenbey]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Miller, Marissa A 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afea8bcd1c0S4bcd9250da63e1dbe947-millerma2]; Rachel Harrigan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=80023e7be2dd4554b54d 1604fa60df18-rachel.h.ha]; Erhardt, William 
(HHS/10S) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=86d3f82263b0401 1a1ff30220cd2d612-William.Erh]; Reineck, Lora 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla); (b) 6) b 
Gelijns, Annetine [ (b) © Ginny Kan [ (b) 6) Baker, Jason 
(b) (© Roger Paredes [ (b) ©) Thompson, Taylor,M.D. 
(b) 6) Babiker, Ab [ 6) 6 Ginde, Adit 
(b) (6) Aileen Ilaria [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=860a2 1feceSd4ff2b206b3d1856c06cf-Aileenllari]; Ringwood, Nancy J 


(b) (6) Oldmixon, Cathryn F. [ b) 6) Vogel, Susan 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a18354e56c6c45d5b429701770890c81-svogel]; Mark Polizzotto 

(b) (©) Tierney, John (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=61553b3Sbeb7479789a06defda628627-jtierney]; Cahill, Kelly 
(NIH/NIAID) [E] [(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=6de9c32a53a54a9eae9d9e5 138a0ecc7-cahillke]; Srinivasan, Badhri 

6 ] 

Chen, Helen Cn » (b) (6) Wachtel, Jonathan [ (b) (©) Tountas, Karen (FNIH) (T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46fSb750753cd5a14f93-tountaskh]; Desrosiers, Elizabeth A. 

6) © Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 Lf-mkurilla]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Grace, Beth (NIH/NIAID) 
C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c75fle9e678842258cf6472505f68cd8-bgrace]; Barrett, Kevin (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0490b8cf48984327b737d027f4fddd81-barrettk2]; Denning, Eileen 
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[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=de3c18df3b7945bda704a01abd12b3b4-eileen.ccbr]; Eileen Denning 

[ (b) (6) Engel, Theresa (NIH) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e86305ea82754e65b67a6359 1ed867ba-engelt]; Lisbeth Jorgensen 

[ 0) © RH-FP-INSIGHTO14-ACTIV3 [insight014-activ3.rigshospitalet@regionh.dk]; 
Erhardt, William (HHS/IOS) | () © Judith Anne Gallagher 

[ oo) © Harrigan, Rachel (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr]; Kenny, Dermot 
[ (b) (6) Baseler, Beth (NIH) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2363525c118a468b9e8f56 1707c63f5-bbaseler]; Pett, Sarah 

if b) © 


Attachments: ACTIV_TX-Clinical_ACTIV-3 Operations Team Meeting Agenda_20200630.docx 


Start: 6/30/2020 3:00:00 PM 
End: 6/30/2020 4:00:00 PM 


Recurrence: — (none) 


Required Jim Neaton; Jens Lundgren; Read, Sarah (NIH/NIAID) [E]; Eric Hughes; Higgs, Elizabeth (NIH/NIAID) [E]; Srinivasan, 

Attendees: Badhri; Goff, David (NIH/NHLBI) [E]; Nayak, Seema (NIH/NIAID) [E]; Victoria Davey; Kozak, Marina (OS/ASPR/BARDA); 
McNay, Laura (NIH/NIAID) (E]; Tierney, John (NIH/NIAID) [E]; Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves 
(NIH/NHLB)) [E]; Patterson, Amy (NIH/NHLBI) [E]; Miller, Marissa A (NIH/NHLBI) [E]; Rachel Harrigan; Erhardt, 
William (HHS/lOS); Reineck, Lora (NIH/NHLB)) [E]; bo) 6 Gelijns, Annetine; Mark Polizzotto; Ginny 
Kan; Baker, Jason; Roger Paredes; Thompson, Taylor,M.D.; Babiker, Ab; Ginde, Adit; Aileen M Ilaria; Ringwood, 
Nancy J; Oldmixon, Cathryn F. 

Optional Kenny, Dermot; Baseler, Beth (NIH) [C]; Chen, Helen Q.; Wachtel, Jonathan; Tountas, Karen (FNIH) [T]; Desrosiers, 

Attendees: Elizabeth A.; Kurilla, Michael (NIH/NCATS) [E]; Parker, Ashley (NIH/OD) [E]; Pett, Sarah; Grace, Beth (NIH/NIAID) [C]; 
Barrett, Kevin (NIH/NIAID) [E]; Denning, Eileen; Eileen Denning; Engel, Theresa (NIH) [C]; Lisbeth Jorgensen; RH-FP- 
INSIGHTO14-ACTIV3; Erhardt, William (HHS/IOS); Judith Anne Gallagher; Harrigan, Rachel (HHS/IOS) 


Dear ACTIV-3 Operations Team, 


I will let Jim, Libby, and Laura weigh in further, but here is a basic high level agenda for tomorrow. 
I look forward to chatting with you all then. Jim, send me any slides you would like to have me present. 


Thanks, 
Stacey 


Meeting: llam-l2pm ET 


Join Zoom Meeting 
https: //fnih.zoom.us/j/ (OIG) 


Meeting ID: (b) (6) 
Password: 6) 
One tap no 
(b) (6) us (New York) 


Us (Germantown) 


Dial by vour locatian 
0) ©) us (New York) 

US (Germantown) 

Us (Chicago) 

Us (Houston) 

us (San Jose) 

us (San Jose) 

See US (Tacoma) 

Meeting ID: (b) (6) 

Password: 6) 

Find your local number: https://fnih.zoom.us (b) (6) 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 4/30/2020 12:30:31 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 

E] [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4 faaed4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7cle34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Mark Eisner 


[ (b) (6) Keith Gottesdiener [ (b) (6) Eric Hughes 
(b) 6) LaVange, Lisa M [ 0) (© Elliott Levy [ (b) (6) Sandeep 
Menon [ (b) 6) Amanda Peppercorn [ 0) © Proschan, Michael 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 

[ (b) (6) Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c4.4b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464788f3 1fe7bcaa09bc-FARLEY).fda]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Vincent, Michael 


(b) (6) Wung, Peter /US [ ) (© Karen Lynn Price 
(b) (6) Pamela Tenaerts, M.D. [ (b) 6) 
cc: Mary Biggs [ 6) © Demarcus [ bo) © Macone, Erin [ (b) 6) 


Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b7507 53cd5a14f93-tountaskh]; Wachtel, Jonathan 

(b) (6) Elizabeth Kim [ 0) © Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras); Butcher, Tina 

(b) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14/a7428415bb86087d08b628e6f-melencioc] 


Subject: ACTIV TX-Clinical Master Protocol Subgroup Meeting #13 
Location: https://fnih.zoom.us/j, 6) © 
Start: 5/6/2020 6:00:00 PM 
End: 5/6/2020 7:00:00 PM 


Show Time As: Tentative 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 
Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LeVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
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(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER); Goff, David 
(NIH/NHLBI) [E]; Vincent, Michael; Wung, Peter /US; Karen Lynn Price; Pamela Tenaerts, M.D. 
Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 


Attendees: (NIH/OD) [E]; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl (FNIH) [T] 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https://fnih.zoom.us/ 0) © 


Meeting ID: (&) ©) 
Password: (6) (6) 
One tap mobile 
(OKO) US (New York) 
US (Germantown) 


Dial by your location 
() ©) US (New York) 

US (Germantown) 

US (Chicago) 

US (San Jose) 

US (Tacoma) 

US (Houston) 

US (San Jose) 

Meeting ID: 6) ©) 

Password: (b) (6) 

Find your local number: https://fnih.zoom.us/ (&) (© 
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From: 


Sent: 
To: 


cc: 


Subject: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

4/14/2020 1:52:53 PM. 

Eric Hughes [ (&) ©) Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; 
Ruxandra Draghia-Akli | (b) (6) -com]; Mellors, Jonn W [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Naimish Patel (b) (©) Colvis, 
Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df1Sfa172c87-ccolvis]; Young, John 


(b) (6) Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Poole, Mike 
[ (b) (6) Buchman, Tim (OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55Scbf8eb9da-Tim.Buchman] 
Elizabeth Kim [ (b) (6) Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=S001af5 2dc4a427 ea3d34f1e072f8cb7-menetskijp]; Alvarez, Rosa 
Maria [ (b) (6) Rose Li Central Account | ob) © Lucas Smalldon 
I (b) (6) Salathin, Carla ) ©) 


(b) (6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 
ACTIV TX-Clinical WG Agent Prioritization Subgroup - 1st Meeting 


Dear ACTIV Therapeutics-Clinical WG, 


Thank you for your interest and participation in the Agent Prioritization sub-group. We are appreciative of your time and 
look forward to a focused discussion on identifying Review Committee members and facilitating the prioritization of 
credible therapeutic candidates for Covid-19. 


Our first meeting will take place today, Tuesday April 14" from 5:30pm-6:30pm ET. Dial-in instructions are below, 
similar to the zoom call we had yesterday. We wanted to notify you promptly of the meeting time and will follow up 
with an agenda and any necessary materials this afternoon prior to the call. 


Please note that this is not a fixed timeslot for upcoming sub-group meetings. After this first sub-group meeting, we will 
send out a scheduling link to coordinate the best time for sub group meetings moving forward. 


Kind regards, 
Stacey, on behalf of the ACTIV TX-Clinical WG 


Join Zoom Meeting 


Meeting ID: 


s:L/zoom.us/it oe”) © 


b) 6) 


Password: (b) (6) 
One tap mobile 


(b) 6) US (Chicago) 
US (New York) 


Stacey J. Adam, PhD 


or, Cancer 
rch Partnerships 


Foundation for the National Institutes of Health 


Di 


(b) (6) Mobile: 6) © 
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11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Stay at the forefront of FNIH news: fnih.org/newsletier 
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From: Parker, Ashley (NIH/OD) [€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEO6EBD70-PARKERAS] 


Sent: 7/9/2020 8:43:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Invitations to Moderna and Novavax CEO's 

Hi Francis, 


Please see draft notes below to invite the CEO’s for Moderna and Novavax to the leadership team meetings. 


Thanks, 

Ashley 

To: (b) (6) 

Cc; Wholley, David (FNIH) [T] () © 


Subject: Invitation to Join ACTIV Leadership Team 
Dear Stephane, 


Thank you for recommending Tal Zaks for the ACTIV vaccines working group. We have lots of activity across our ACTIV 
working groups moving at rapid speed. ACTIV has a leadership team that meets once a month to discuss progress and 
we typically invite the CEO’s of the biotech companies to join. It would be great to have you join future leadership 
meetings to represent Moderna as a partner. 


Please let me know if you would be able to join our leadership team and David Wholley, cc’d who manages the ACTIV 
partnership will ensure you receive the meeting invite for our next meeting scheduled for Wednesday, July 29, 2:30- 
4:00pm. 


Thanks, 
Francis 


Francis Collins M.D., Ph.D. 
NIH Director 


To: (b) 6) 3 
Cc: Wholley, David (FNIH) [T] (b) (6) 
Subject: Invitation to Join ACTIV Leadership Team 


Dear Stanley, 


| greatly appreciate Gregory Glenn serving on the ACTIV vaccines working group as a representative for Novavax. We 
have lots of activity across our ACTIV working groups moving at rapid speed. ACTIV has a leadership team that meets 
once a month to discuss progress and we typically invite the CEO’s of the biotech companies to join. It would be great to 
have you join future leadership meetings to represent Novavax as a partner. 


Please let me know if you would be able to join our leadership team and David Wholley, cc’d who manages the ACTIV 


partnership will ensure you receive the meeting invite for our next meeting scheduled for Wednesday, July 29, 2:30- 
4:00pm. 
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Thanks, 
Francis 


Francis Collins M.D., Ph.D. 
NIH Director 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 
Sent: 4/19/2020 8:44:15 PM. 
To: Bozzette, Sam (NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4 faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 
Ruxandra [ ob) © Eisner, Mark [ oo Gottesdiener, Keith 
[ (b) (© Hughes, Eric [ bo) © Judy Currier 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Kim, Elizabeth 
0) (© LaVange, Lisa [ ) © Lewy, Elliot [ bo) © Mellors, John W 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; 
Menon, Sandeep [ (b) 6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; 
Patel, Naimish (b) (6) ]; Peppercorn, Amanda [ 0) © Poole, Mike 
(b) (6) Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65{80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a97 9dfec7257a1802-shenyu.fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d740f8a8cdd5Scbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8'588067 140fe9880832c2387725-Sylva.Colli]; Amanda Peppercorn 
6) 
GC: Meltzer, EMT {T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp] 
Subject: Recall: Time Sensitive Request for Response from ACTIV Therapeutics-Clinical Working Group 


Adam, Stacey (FNIH) [T] would like to recall the message, “Time Sensitive Request for Response from ACTIV 
Therapeutics-Clinical Working Group". 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 


Sent: 5/23/2020 4:59:02 PM. 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Judy Currier 
(b) (©) Eric Hughes [ 0) (© LaVange, Lisa M [lisa. (b) (©) 
Sandeep Menon [ (b) (©) Proschan, Michael (NIH/NIAID) [E] [ (b) (©) i 
Read, Sarah (NIH/NIAID) [E] (b) (6) ; Price, Dionne (FDA/CDER) [ (b) (6) Rubin, 
Daniel B. (FDA/CDER) [ (OO) ]; Farley, John (FDA/CDER) (b) (6) Karen Lynn 
Price [ ) © (b) ©) 6) © &) 6) 
) © 6) © &) ©) Eron, Joe 
(b) (6) Javan, Arzhang (NIH/NIAID) [E] [ (b) (6) Roa, Jhoanna[ —_(b) (6) 
bo) © Kim, Peter (NIH/NIAID) [E] [ &) © Kozak, Marina (OS/ASPR/BARDA) 
(b) (6) 
ce Demarcus [ (b) ©) Tountas, Karen (FNIH) [T] [ktountas@fnih.org]; Wachtel, Jonathan 
&) 6) Elizabeth Kim [ &) ©) Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Jnoanna Roa 


[ (b) (6) Eron, Joseph JJr (b) (6) Smith, David 
[d13smith@health.ucsd.edu]; Paul Klekotka 0) © Ajay Nirula [niru (b) (6) Chen, 
Helen Q, [ (b) (6) 

Subject: ACTIV-2 Writing Team Meeting 

Location: https://fnih.zoom.us/j, &) ©) 

Start: 5/26/2020 6:00:00 PM 

End: 5/26/2020 7:00:00 PM 


Show Time As; Busy 


Required Judy Currier; Eric Hughes; Lisa LaVange; Sandeep Menon; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah 
Attendees: (NIH/NIAID) [E]; Price, Dionne (FDA/CDER); Rubin, Daniel B. (FDA/CDER); Farley, John (FDA/CDER); Karen Lynn Price; 


(b) 6) b) ©) 0) © (b) (6) 
6) © Ok) Eron, Joe; Javan, Arzhang (NIH/NIAID) [E]; Roa, Jhoanna; 


(b) (©) Kim, Peter (NIH/NIAID) [E]; Kozak, Marina (OS/ASPR/BARDA) 
Optional Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley (NIH/OD) [E]; Jnoanna Roa; 
Attendees: — Eron, Joseph J Jr; Smith, David; Paul Klekotka; Ajay Nirula; Chen, Helen Q. 


Stacey Adam is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https://fnih.zoom.us/j/ oo 


Meeting ID: (b) (6) 
Password: (b) (6) 
One tap mobile 
0b) © US (Chicago) 
US (New York) 


Dial by vour location 
(OO) US (Chicago) 

US (New York) 

US (Germantown) 

US (San Jose) 
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lOXO} US (San Jose) 
US (Tacoma) 
US (Houston) 
Meeting ID: (b) ©) 
Password: (b) (6) 
Find your local number: https://fnih.zoom.us/ (OT) 
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From: 


Sent: 
To: 


cc; 


Connelly, Sarah [ (b) (6) 
2/2/2021 8:52:03 PM 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 lafS2dc42427ea3d34f1e072f8cb7-menetskijp]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fbS4be3bf063f925ac15f02-hildsa]; (b) (6) 
) © (&) 6) &) © &) (6) 

(b) (6) Baric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4ded5Sbc32-rbaric.emai]; 
0) 6 Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 

Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae4 15aa3d85ac09cb7 6f85-DEMINGD.fda]; 

(b) (6) ob) © () 6) Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; 

») (6) Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f5e22f801f9 146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 

(b) (6) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e4 1eS-qashufm]; Tomas Cihlar 
{ ) © Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA) [ (b) (6) 
Punturieri, Antonello (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24bScb5e933c6ee7a6bc7-punturieria); Charette, Marc 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Fessel, Josh (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; | (b) (6) 


) 
Wholley, SPATE [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Desrosiers, Betsy 
(b) (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153b5daa9d99ad4ec90-EricHughes]; Jansen, Kathrin 
(b) ( Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65'80-santosmr]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Prabhavathi Fernandes 

6) © Diamond, Michael [ 6) © Rose Li 

») (6) Dana Carluccio [ oo Lagos, Enrique (NIH/NCATS) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 

(b) (© Dave Frankowski (b) (6) antoinette_baric 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userb6)844cf]; Lowy, 
Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f1b7b8fe4 7394 78bb17840c56902718a-lowyd]; Florence, Clint (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=03d589f440d8469 1ac0aS30e4ba6cebS -haigwoon.oh]; Stratton, Benjamin 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188); 
Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Anderson, James 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Hawk, Harrison 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8); 
Mason, Stephen (b) (6) (b) (6) (b) (6) 
Lumsden, Joanne (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm]; K C Kent Lloyd 

(b) (6) (b) (6) 

Subject: RE: ACTIV Preclinical full working group 


Dear Preclinical Working Group Members, 


Please see below for the agenda for tomorrow’s meeting at 10:00 AM ET. If you have any questions or items to add, 
please let us know. 


Agenda Topic Duration Facilitator 
Subgroup Updates 

© In vivo strategy Nancy Haigwood 

© NHP Field Guide 15 mins Sam Jonson 

© Data portal implementation John Young 

© Preclinical prioritization Joe Menetski 

co Emerging Viral Variants 
Potential New Topics for the WG John Young 

© Diagnostics 40 mins Christine Colvis 

© Long haulers Joe Menetski 
Align on action items and next steps S mins dpe Neneed 


Sarah Connelly 


Looking forward to talking to everyone tomorrow! 


All the best, 
Sarah 


Sarah Connelly, PhD 

Deloitte Consulting, LLP 

Tel/Direct: ) © 
at ¥ 


ww 2.cOM 
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oe Original Appointment----- 


From: Menetski, Joseph (FNIH) [T] < bo) © 
Sent: Friday, October 2, 2020 2:19 PM 
To: Menetski, Joseph (FNIH) [T]; Hild, Sheri (NIH/OD) [E]; ) (© 0) (© 
(b) ©) ) © OK) (&) (6) Baric, Ralph; 
(b) (6) Ottinger, Elizabeth (NIH/NCATS [E]; Colvis, Christine (NIH/NCATS) [E]; Hewitt, Judith 
(NIH/NIAID) [E]; Deming, Damon (FDA/CDER); &) © (b) (6) 0) (©) 
Parker, Ashley (NIH/OD) [E]; (b) (6) Adams, Peter (OS/ASPR/BARDA); Rao, Srinivas; Qashu, 
Felicia (NIH/OD) [E]; Tomas Cihlar; Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA); Punturieri, Antonello 
(NIH/NHLBI) [E]; Charette, Marc (NIH/NHLBI) [E]; Fessel, Josh (NIH/NHLBI) [E]; (b) (©) 
) © 


Cc: Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Desrosiers, Betsy; Eric 
Hughes; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, 
Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; 
Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; Diamond, Michael; Rose Li; Dana Carluccio; 
Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus- 
Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; antoinette_baric; Lowy, Douglas (NIH/NCI) [E]; 
Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin; Gadbois, Ellen (NIH/OD) [E]; Anderson, James 
(NIH/OD) [E]; Hawk, Harrison; Mason, Stephen; ) © Connelly, Sarah; 

(b) (6) Lumsden, Joanne (NIH/NCATS) [C]; K C Kent Lloyd; (b) 6) 
Subject: ACTIV Preclinical full working group 
When: Wednesday, February 3, 2021 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & Canada). 
Where: https://fnih.zoom.us/j, oo 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https://fnih.zoom.us/i/¢ (b) (6) 


MeetingID: ——(b) (6) 
Passcode: (b) (6) 
One tap mobile 
(b) 6) US (Washington D.C) 
US (Chicago) 


Dial bv vour location 
(OX) US (Washington D.C) 

US (Chicago) 

US (New York) 

US (San Jose) 

US (San Jose) 

US (Tacoma) 

US (Houston) 

Meeting ID: (b) (© 

Passcode: (b) (6) 

Find your local number: https://fnih.zoom.us/ —_(b) (6) 
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This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 

Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Brodd, Lauren (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=BA665DEA08E5417 1B3D6890C2518DDB9-LEPONELM] 
Sent: 7/3/2020 7:44:07 PM 


To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 
Subject: RE: Notes from Wednesday's ACTIV Leadership Team Meeting 


Thanks! Happy 4° ©) 


From: Parker, Ashley (NIH/OD) [E] < (b) (6) 
Sent: Friday, July 3, 2020 12:22 PM 
To: Brodd, Lauren (NIH/OD) [E] < (b) 6) 


Subject: Fwd: Notes from Wednesday's ACTIV Leadership Team Meeting 


FYI 


From: "Wholley, David (FNIH) [T]" < %) © 

Date: July 3, 2020 at 11:56:07 AM EDT 

To: "Austin, Christopher (NIH/NCATS) [E]" < (b) (6) “Carter, Kara" 
(b) (6) >, "Cavaleri, Marco” (b) (6) >, “Cihlar, Tomas" 
(b) (6) >, "Collins, Francis (NIH/OD) [E]" (b) (6) >, "Corey, Larry" 

(b) (6) >, "Culp, Michelle (NIH/OD) [E]" (b) (6) >, "Disbrow, Gary 
(OS/ASPR/BARDA)" () (6) >, "Dolsten, Mikael" (b) (6) F 
“Erbelding, Emily (NIH/NIAID) (E]" < (b) (6) "Fauci, Anthony (NIH/NIAID) [E]" 

0) © , "Freire, Maria (FNIH) [T]" ) ©) "Gadbois, Ellen (NIH/OD) [E]" 
< (b) 6) "Gibbons, Gary (NIH/NHLBI) [E]" OO) >, "Hudson, Thomas" 

0) © >, "James, Stephanie (FNIH) [T]" (b) 6) , "Johnson, Robert 
(OS/ASPR/BARDA)" (b) (6) >, "Kramer, Lynn" (b) (6) “Lane, Cliff 
(NIH/NIAID) [E]" (b) (6) , "Lepore, John" (b) (6) “Marks, Peter 
(FDA/CBER)" < (b) (6) "Marston, Hilary (NIH/NIAID) [E]" < b) ©) 
"Mascola, John (NIH/VRC) [E]" (b) 6) >, "Meeker, David" (b) (6) >, 
"Menetski, Joseph (FNIH) [T]" < 0) (© "Messonnier, Nancy (CDC/DDID/NCIRD/OD)" 

() 6 >, "Pandya, Hitesh" 6) © "Pangalos, Mene" 
(b) (6) >, “Pao, William" ob) 6 >, "Parker, Ashley 
(NIH/OD) [E]' (b) (6) “Paul, Steve” 0) © “Perlmutter, Roger" 

(b) (6) .>, "Plenge, Robert" < () (6) “Plump, Andy" 

(b) (©) 1>, Rachel Ramoni 0) © >, "Rasi, Guido" 

(b) (6) , "Reed, John" 0) © , "Reese, David" 
< (b) (6) “Rouse, Doris" (b) (© “Santos, Michael (FNIH) [T]" 

(b) (6) “Skovronsky, Daniel" 0) © >, "Stein, Peter (FDA/CDER)" 
0) © "Stoffels, Paul" (b) (6) >, "Tabak, Lawrence (NIH/OD) [E]" 
(b) (6) "Talley, Michael" —(b) (6) >, "Tsai, John" 
< ob) © "Vessey, Rupert" (b) © “Virgin, Skip" (b) © >, 
"Woodcock, Janet (FDA/CDER)" 0) © , "Young, John" 

(OL) “Colvis, Christine (NIH/NCATS) [E]" oo 
"Desrosiers, Betsy" (b) (6) >, "Hughes, Eric" (b) (6) >; 
"Jansen, Kathrin" (Oxo) >, "Kurilla, Michael (NIH/NCATS) [E]" 

) © >,"Lowy, Douglas (NCI)"< (6) (6) _—>, "Read, Sarah (NIH/NIAID) [E]" 
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(b) (6) >, "Young, John" () >, "Mallory, Raburn" 


6) © > 
Ce: "Adam, Stacey (FNIH) [T]" o) © >, "Alvarez, Rosa" (b) (6) 
"Anderson, Margaret" ( >, "Chen, Helen" < (Or) >, 
oelsaid 6) © "Gonzalez, Nina" &) © >, "lames, Stephanie 
(FNIH) [T]" < 6) 6 "Menetski, Joseph (FNIH) [T]" < © >, "Santos, Michael 
(FINIH) (T]"" (b) 6) >, "Stratton, Ben" &) © . "Tolman, Brett" 
(b) 6) , "Tountas, Karen (FNIH) [T]" (&) 6) >, "Wachtel, Jonathan” 
, "Anderson, James (NIH/OD) [E]" (b) (6) y>, “Austin, 
Christopher (NIH/NCATS) [E]" 0) © >, "Burklow, John (NIH/OD) [E]" 
(b) (6) >, "Castillejos, Carlos" (b) (6) >, “Hallett, Adrienne (NIH/OD) [E]" 
oo , "Lane, Cliff (NIH/NIAID) [E]" (b) ©) "Myles, Renate 
(NIH/OD) [E}" (&) (6) , "Wolinetz, Carrie (NIH/OD) [E]" (b) (6) > 


Subject: Notes from Wednesday's ACTIV Leadership Team Meeting 

Dear All: 

Please see the notes from our teleconference on Wednesday, July 1. The action items are listed at the 
top of the document and so are not being sent out separately. 


Please let me know any additional comments or questions regarding these notes. 


Thank you again for all your support of and contributions to ACTIV. Have a happy Fourth of July 
weekend! 


David Wholley 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 

Sent: 4/15/2020 4:32:46 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2 19ecac4 faae4ebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Syiva.Colli]; Judy Currier 

(/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7cle34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR. fd]; Mark Eisner 


(b) (6) Keith Gottesdiener [ 0) 6) Eric Hughes 
[ (b) (6) LaVange, Lisa M [I (b) (6) Elliott Levy [ (b) (6) Sandeep 
Menon [ (b) 6) Amanda Peppercorn (b) (©) Proschan, Michael 


(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Read, Sarah (NIH/NIAID) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 

») (6) Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c4 4b 18bb6fcd3820bee2 1-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a97 9dfec7257a1802-shenyu. fda] 

GC: Mary Biggs [ (b) (6) Demarcus [ (b) (©) Macone, Erin [ (b) (6) 
Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 

(b) (6) Elizabeth Kim [ (b) © Parker, Ashley (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Rose Li Central Account 
[ (b) (©) Lucas Smalidon [ ob) © Butcher, Tina 
[ (b) (6) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
{T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: Materials for the ACTIV TX-Clinical WG Master Protocol Subgroup -1st Meeting 

Attachments; THERAPEUTICS - Master Protocol Sub-Group Meeting Agenda_04152020.pdf; Therapeutics-Clinical_MP 
Subgroup_15Apr2020 Meeting Guide.pdf; REMAP-CAP+-+Pandemic+Appendix+to+Core+-+V1.1+- 
+20200212_WM.pd.pdf; REMAP-CAP+Core+Protocol+V3+-+10+July+2019_WM.pd.pdf; REMAP- 
CAP+Protocol+Summary+V3+-+11+Sep+2019_WM.pd.pdf; ACTT Protocol No. 20-0006 - v3.3, 12Apr2020 DRAFT. pdf; 
ACTT.pdf; recovery-protocol-v3-0-2020-04-07.pdf; PRINCIPLE_v0.12 23.03.2020.pdf; Ebola Master Protocol Design - 
TJID.pdf; FDA Master Protocols Guidance 2018.odf; COVID- 
19_Treatment_Trial_Design_Master_Protocol_synopsis_Final_18022020.pdf; Master Protocol Landscape Review 
2019,pdf 


Dear ACTIV Therapeutics-Clinical WG Master Protocol Subgroup Members, 

Thank you for joining the Master Protocol sub-group. 

Our first meeting will take place today, Wednesday April 15th from 1:30pm-2:30pm ET. Dial-in instructions are 
below. Pleaser find attached the materials for the meeting: 


1. Agenda 
2. Slides for the Presentation 
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4. 
5. 


PDFs of either the protocols or relevant publications for the trials that we are comparing in the landscape that 
seemed to be the most relevant. The only one missing is ACCORD as they are still finalizing and will send when 


done. 
A Landscape Review of Master Protocols conducted in 2019 
FDA Guidance on Master Protocols 


Kind regards, 
Stacey, on behalf of the ACTIV TX-Clinical WG 


Stacey J. Adam, PhD 
Director, Cancer 

Research Partnerships 
Direct: 


(&) (6) Mobile: ) 6) 


Join Zoom Meeting 
https://zoom.us/j, o) © 


Meeting ID: (b) 6) 
Password: (b) (6) 
One tap mobile 


(b) 6) US (New York) 
US (Chicago) 


Dial by your location 


(b) (6) Us (New York) 
US (Chicago) 
US (Houston) 
US (San Jose) 
US (San Jose) 
US 
US 


Meeting ID: (b) © 


Password: (b) (6) 
Find your local number: https://zoom.us/t —_(b) (6) 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 


Sent: 5/14/2020 2:28:37 PM. 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: RE: JAMA Viewpoint on ACTIV: please review 

Ashley 


I sent the updated working group member list to Abbey Meltzer a little while ago. 


Cheryl Melencio 

Administrative Manager, Research Partnerships 

Foundation for the National Institutes of Health 
(b) © 


ig 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


Donate to the FNIH's Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNJH PANDEMIC 


RESPONSE FUND 


From: Parker, Ashley (NIH/OD) [E] < 6) (6) 

Sent: Thursday, May 14, 2020 10:20 AM 

To: Collins, Francis (NIH/OD) (E] < (Oxo) Myles, Renate (NIH/OD) [E] < 6) © Kolberg, 
Rebecca (NIH/OD) [E] < (b) (6) 

Ce: Burklow, John (NIH/OD) [E] < () (©) Tabak, Lawrence (NIH/OD) [E] < (b) (6) 

Wholley, David (FNIH) [T] < (b) (6) Melencio, Cheryl (FNIH) [T] < (b) (6) Meltzer, Abbey 


(FNIH) [T] < (b) (6) 
Subject: RE: JAMA Viewpoint on ACTIV: please review 


To be clear the new WG members are on this email thread below but we will need to add them to draft webpage once 
we have permission to list their names. 


+ Abbey. 


Thanks, 
Ashley 


From: Parker, Ashley (NIH/OD) [E] 
Sent: Thursday, May 14, 2020 10:16 AM 


To: Collins, Francis (NIH/OD) [E] vo) © >; Myles, Renate (NIH/OD) [E] (b) (6) >; Kolberg, 
Rebecca (NIH/OD) [E] < ) (©) > 

Ce: Burklow, John (NIH/OD) [E] < (OKO) Tabak, Lawrence (NIH/OD) [E] () ©) 

Wholley, David (FNIH) [T] < ob) © Melencio, Cheryl (FNIH) [T] < (Ox) 


Subject: RE: JAMA Viewpoint on ACTIV: please review 
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Hi Francis, 
David forwarded the emails this morning. Please see below to make it easy to send. 


I've pasted a slightly revised draft email OCPL provided (to also cc Renate, Abbey and David?). Renate — there are a few 
new members working group members, we can work together to update the list. 


To: 
Cc: Myles, Renate (NIH/OD) [E] &) © Meltzer, Abbey (FNIH) [T] < (b) (©) Wholley, David 
(FNIH) [T] ) ©) 
Bec: Stoffels, Paul (b) (6) ; Fauci, Anthony (NIH/NIAID) [E] 
(b) 6) Gibbons, Gary (NIH/NHLBI) [E] < (b) (6) ; Pao, William 
____>; Woodcock, Janet (FDA/CDER) 0) 6 
_ Arvin, Ann 6 Buchbinder, Susan 
(b) (6) >; Corey, Larry Davis, Mark < 6) 6 ; Emini, 
Emilio o&) © >; Hanon, Emmanuel (b) (6) Haynes, Barton 
(b) © Hotez, Peter < () (© Jansen, Kathrin < (b) (6) 
Lanzavecchia, Antonio < (bv) 6) Lowy, Douglas (NIH/NC)) [E] < (vb) 6) Marks, Peter 
(FDA/CBER) (b) (6) ; Mascola, John (b) (6) >; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) (b) (6) ; Offit, Paul < ob) © Parker, Ashley (NIH/OD) [E] 
(b) (6) : Santos, Michael (FNIH) [T] (b) © ; Santos, Nancy (b) (6) >; 
Schuitemaker, Hanneke (b) 6) >; Tartaglia, Jim <J (b) (6) Tolman, Brett 
(b) (6) Zaks, Tal< () (6) Qashu, Felicia (NIH/OD) [E] (b) (6) 
Michael, Nelson, )@ Adam, Stacey (FNIH) [T] (b) (6) Bascles, Lionel 
(b) (6) Cohen, Myron (b) (6) Corey, Larry (b) (6) i 
Desrosiers , Betsy (b) (6) Dickens, Jim (NIH/NCATS) [C] 6) © 
Doroshow, James (NIH/NCI) [E] (OO) >; Goff, David (NIH/NHLBI) [E] (b) (6) : Heaton, 
Penny (b) (6) Kurilla, Mike b) © ; Nayak, Seema (NIH/NIAID) [E] 
(b) (6) >; Parker, Ashley (NIH/OD) [E] (0b) © Payton, Manzine 
(b) (6) Resnansky, Laura (b) (6) >; Srinivasan, Badhri 
(b) (6) >; Stein, Peter (FDA/CDER) (b) (6) _ Karen (FNIH) [T] 
(b) (6) >; Vincent, Mike 6) © \>; Wachtel, Jonathan (b) (6) 
Woodcock, Janet (FDA/CDER) <. (b) ©) ©) © ; Sizemore, Christine 
(NIH/FIC) [E] < b) 6) Victoria Davey < OO) Qashu, Felicia (NIH/OD) [E] 
< (b) (6) ; Weinmann, (b) (6) Mensah, (b) ©) 
Adam, Stacey (FNIH) [T] < (b) (6) Bozzette, Sam (NIH/NCATS) [E] (b) (6) Buchman, Tim 
(OS/ASPR/BARDA) (CTR) < (b) (6) Butterton, Joan (b) (6) Currier, Judy 
0b) © >; De Claro, R. Angelo (FDA/CDER) (b) (6) ; Draghia-Akli, Ruxandra 
ob) © >; Eisner, Mark OO) Garner, 
Carlos (b) © >Gottesdiener, Keith (b) (6) >; Hughes, Eric 
< (b) 6) >; Kim, Elizabeth (b) (6) m>; LaVange, Lisa (b) (6) Levy, Elliot 
< (b) (6) Mellors, John OO) Menon, Sandeep < (b) (6) Parker, 
Ashley (NIH/OD) [E] ) © >; Patel, Naimish < (b) (6) Peppercorn, Amanda 
(b) (6) ; Poole, Mike 0) © >; Proschan, Michael 
(b) (©) Read, Sarah ) 6) >; Santos, Michael (FNIH) [T] ) © >Shen, 
Yuan Li (FDA/CDER) ) (© Stein, Peter (FDA/CDER) (b) ©) Higgs, Elizabeth 
(Koroshetz, Walter (&) ©) : Farley, John (b) (6) >; 
(b) 6) ; Qashu, (b) 6) >; Burgess, 
Timot &) (©) >; Reineck, 0) © Aggarwal, Neil (b) 6) 


Subject: ACTION: Making your ACTIV Participation Public 
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Dear Colleagues: 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed as part of the ACTIV membership. 


Thanks, 
Francis 


Francis Collins, MD, PhD. 
NIH Director 
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Kurilla, Michael (NIH/NCATS) [E] [ (b) 6) Payton, Manizhe (NIH/NIAID) [E] [ ) © 
Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Cohen, Myron 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3clc4f75dd4c457-myron_cohen]; Dickens, Jim 
(NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591¢90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387 cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King,]; Nayak, Seema 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=51dSee6848004578bSbf9c808eca8féf-nayaksu]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879192169bd7644e29-Janet.Woodc]; Qashu, Felicia (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Qashu, Felicia (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879192169bd7644e29-Janet.Woodc]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Nayak, Seema 
(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51dSee6848004578bSbf9c808eca8féf-nayaksul; King, James 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King,]; Goff, David (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Doroshow, James (NIH/NCI) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj]; Dickens, Jim (NIH/NCATS) 
(C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Cohen, Myron 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3c1c4f75dd4c457-myron_cohen]; Tountas, Karen (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1 e46f5b750753cd5a14f93-tountaskh]; Srinivasan, Badhri 

ob) © Vincent, Mike [ ob) © Stein, Peter (FDA/CDER) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Bascles, Lionel 


)) (6) Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3clc4f7 5dd4c457-myron_cohen]; Corey, Larry 
(b) (6) Desrosiers , Betsy [ ob) 6 Dickens, Jim (NIH/NCATS) [C] 


(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=a1d0fb$f055940c39b387 cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James. King, ]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Nayak, Seema (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51dSee6848004578b5bf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
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cc: 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonma]; Resnansky, Laura 

[ (b) (6) Wachtel, Jonathan ob) © Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Qashu, Felicia (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm] 

Gonzalez, Nina [ ow Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; 
Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df1 Sfa172c87-ccolvis}; Lowy, Douglas (NCI) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-dri.helix.n]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Adam, Stacey (FNIH) [T 
o=ExchangeLabs/ou=Exchange Administrative Group 
FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e1cf101c0943414-adamsj4]; Melencio, Chery! (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427e23d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65{80-santosmr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd]; Katz, Rebecca 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aaSed901b4c5a3d9-katzrd]; Thomas, Ashley (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley.Thom]; Victoria Davey 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2¢8291f38ec342895243c0617e115ec-victoria.da]; Victoria Davey 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2¢8291f38ec342f895243c0617e115ec-victoria.da]; Sizemore, Christine 
(NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Thomas, Ashley 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley.Thom]; Katz, Rebecca 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aaSed901b4c5a3d9-katzrd]; Wholley, David (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd]; Santos, Michael (FNIH) (T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e07 2f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Collins, Francis (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Melencio, Cheryl! (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa742841Sbb86087d08b628e6f-melencioc]; Adam, Stacey (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Read, Sarah (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-dri.helix.n]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Sizemore, Christine (NIH/FIC) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Garner, Carlos 


[ (b) (6) Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457 896b2df19fa17 2c87-ccolvis]; Hughes, Eric 
[ bo) © Jansen, Kathrin [ (b) (©) Lowy, Douglas (NCI) 


o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 

(b) ( Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 

(b) (6) Carluccio, Dana [ 0) © Melencio, Cheryl (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Heaton, Penny [ (b) 6) James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, 
Rose [ (b) (6) Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=S001afS 2dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIH) (T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65{80-santosmr]; Tuvesson, Nancy 


f (b) (6) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf284 14883d0b6996d677257-wholleyd); Criffield, Robin 
[ (b) (6) Hamilton, Nancy [ (b) (6) Minnich, Beth 


(b) ( ]; Katz, Rebecca (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aa5ed901b4c5a3d9-katzrd]; Thomas, Ashley (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley.Thom]; Stratton, Benjamin 


(b) (6) Tolman, Brett [ (b) (6) Victoria Davey [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e1 15ec-victoria.da]; 
Jintanat Ananworanich [ (b) (© 

Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05012020.pdf; Innovations Matrix 1May2020.xIsx 

Location: https://zoom.us/ OO) 

Start: 5/1/2020 1:00:00 PM 

End: 5/1/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: (none) 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Srinivasan, Badhri; Vincent, Mike; Stein, Peter (FDA/CDER); Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , 

Attendees: Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; King, James; 
Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; 
Wachtel, Jonathan; Woodcock, Janet (FDA/CDER); Qashu, Felicia 


Optional Sizemore, Christine (NIH/FIC) [E]; Garner, Carlos; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; 
Attendees: Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Adam, Stacey (FNIH) [T]; Anderson, Margaret; 
Carluccio, Dana; Cheryl (FNIH) Melencio [T] ( oOo Francis Collins; Gonzalez, Nina; Heaton, Penny; 
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James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH); Tuvesson, Nancy; Wholley, David 
(FNIK) [T]; Criffield, Robin; Hamilton, Nancy; Minnich, Beth; Rebecca (NIH/NCATS) Katz [E] ( (b) (6) 
Thomas, Ashley (FDA/CDER); Stratton, Benjamin; Tolman, Brett; Davey, Victoria; Jintanat Ananworanich 


Attaching the most recent version of the innovations matrix. Karen 


Dear Colleagues, Agenda is attached. During this call we will hear the latest from the three sub-WGs — innovations, 
inventory, and survey — which have been working very hard to move their activities forward quickly. Many thanks to all! 
We will also have a bit of a brainstorming session about creating a ‘dashboard’ to use in analyzing survey results. Best 
regards, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 

Dear Clinical Trial Capacity Working Group members, 

In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 


Scientific Program Manager 
Foundation for the National Institutes of Health 


Join Zoom Meeting 


oo 


Meeting ID: (b) (6) 
Password: (b) (6) 
One tap mobile 
(b) (6) US (Chicago) 
US (New York) 


Dial by your location 
(b) (6) US (Chicago) 

US (New York) 

US 

US (Houston) 

US (San Jose) 

US (San Jose) 

US 

Meeung 1: (b) (6) 

Password: (b) (6) 


Find your local number: (OT) 
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From: Gadbois, Ellen (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0243D1D6E6F248268D2EDECS66C26C2A-GADBOISEL] 

Sent: 7/24/2020 6:20:42 PM. 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: Summary of the ACTIV Immune Modulator Prioritization Adjudication and Confidentiality Forms 


Thanks Joe 


From: Menetski, Joseph (FNIH) [T] < (b) (6) 

Sent: Friday, July 24, 2020 1:26 PM 

To: Gadbois, Ellen (NIH/OD) [E] < (b) (6) 

Subject: FW: Summary of the ACTIV Immune Modulator Prioritization Adjudication and Confidentiality Forms 


Ellen, 


An example of what is going out when we need agreements to review therapeutics. 


Joe 
From: Adam, Stacey (FNIH) [T] (&) © 
Sent: Friday, July 24, 2020 12:57 PM 
To: Chen, Helen Q. () © ; Fessel, Josh (NIH/NHLBI) [E] 
(b) (6) >; Deye, Greg (NIH/NIAID) [E] (b) (6) >; Punturieri, Antonello (NIH/NHLBI) [E] 
(b) (©) ; McNamara, James (NIH/NIAID) [E] ob) 6 ; Wung, Peter /US 
(b) (6) Vincent, Michael ) Goff, David (NIH/NHLBI) [E] 
(b) 6) ; Garner, Carl () ©) 1>; Robien, Mark (NIH/NIAID) [E] 
(b) (6) ; Togias, Alkis (NIH/NIAID) [E] (b) (6) Patel, Naimish 
(b) (6) >; Gottesdiener, Keith < ov) © Eric Hughes 
(b) (6) >; Aggarwal, Neil (NIH/NHLBI) [E] <(b) (6) >; Levy, Elliot 
(b) (6) >; Rosenberg, Yves (NIH/NHLBI) [E] o%) © >; Buchman, Tim (OS/ASPR/BARDA) 
(cTR) (b) 6) 
Ce: Dana Carluccio oo Rose Li Central Account < ob) © 
Read, Sarah (NIH/NIAID) [E] < (b) (6) Young, John < (b) (6) Colvis, Christine 
(NIH/NCATS) [E] < (b) (6) Menetski, Joseph (FNIH) (T] < (b) © Alvarez, Rosa Maria 
3 b) ©) 


Subject: Summary of the ACTIV Immune Modulator Prioritization Adjudication and Confidentiality Forms 
Dear Agent Prioritization Immune Modulator Subteam, 


Please find attached the summary of our adjudication meeting on Wednesday. If you have any additions or 
amendments, please let us know. 


In addition, based on our last cycle of reviews, the group expressed a desire to request more information for a few 
compounds that are requesting CDAs to release the data. In order to obtain this information, we will need to sign a CDA 
with this group to receive the information. Therefore, we will also need each of you (who is not a government 
employee) to sign a confidentiality agreement with us, so that we can then share the data with you. 


Please find attached the template for the confidentiality agreements that we have been using for any of our ACTIV TX- 


Clinical WG members that needed to view confidential information. You will see that there are two versions of the 
confidentiality agreement. 
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@ One version is for those individuals who are able to sign this type of agreement on your own behalf. 
@ One version is for those individuals whose institutions require that the institutional signatory sign on the 
individual’s behalf. 
We provide both options upfront as we may not which will apply to each of you. 


Please review the confidentiality agreement and send back the signed copy as soon as you can. Once we have all of 
these signed and the information from the agent teams, we will circulate to the group for final review and decision on 
that agent. Please note, if you signed one of these for the Antiviral group, it will apply this one as well and you do not 
need to sign another. 


Please return your signed agreement to Helen or myself as soon as you can. If you have any questions, do not hesitate 
to reach out. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


serships 
Foundation for the National Institutes of Health 
(b) (6) Mobile: (6) _ 


11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


 fhinkvio) 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fhih.c 


NIH RANDEMIC 


RESPONSE FUND 
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To: 


Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f0Sa36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Eric Hughes 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f9795 125 3cd54153bSdaa9d99ad4ec90-EricHughes]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Mellors, John W 
(b) (6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Proschan, Michael 
(NIH/NIAID) [E] [ 0) 6 Read, Sarah (NIH/NIAID) [E] [ (b) 6) Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44¢ 18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu. fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd5Scbf8eb9da-Tim.Buchman]; Collins, Syiva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Higgs, Elizabeth 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a8284 1aba16353b96cff8ca9-ehiges); Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Timothy Burgess 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=52e5e03dcbc847709eaab64457efaS7e-TimothyBurg]; Reineck, Lora 
(INIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44.a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42fE8f5c8e40cf-rosenbey]; Goff, David (NIH/NHLBI) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Brown, Jeremy (NIH/NINDS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce971eefec944a68a94addd3b24835f5-brownj7]; Culp, Michelle (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp); Beigel, John (NIH) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=492ae062f7d74e3cbd894e30160869f0-jbeigel]; Sizemore, Christine (NIH/FIC) 
E} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Lewy, Elliot 
6) © Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcf0aac88d-bozzettesaa]; Jacqueline Kirchner 
) © Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; 
Butterton, Joan [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4 faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 
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Ruxandra [ (6) (6) Eisner, Mark [ () 6) Gottesdiener, Keith 

(b) (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951253cd54153bSdaa9d99ad4ec90-EricHughes]; Judy Currier 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Kim, Elizabeth 
[ (&) 6) LaVange, Lisa | &) © Mellors, John W [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Menon, Sandeep 
[ (&) 6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=30602244466140faa95azaafeO6ebd70-parkeras]; Patel, Naimish 
(b) (6) Peppercorn, Amanda [ (b) (6) Poole, Mike 

(b) (6) Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44¢ 18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu. fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d740f8a8cdd5Scbf8eb9da-Tim.Buchman]; Collins, Syiva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8'588067 140fe98810832c2387725-Sylva.Colli]; Amanda Peppercorn 

(b) (6) Garner, Carl bo) © Higgs, Elizabeth (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a8284 1aba16353b96cff8ca9-ehiges]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Timothy Burgess 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=52e5e03dcbc847709eaab64457efaS7e-TimothyBurg]; Reineck, Lora 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla); Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44.a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42fE8f5c8e40cf-rosenbey]; Goff, David (NIH/NHLBI) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce971eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Beigel, John (NIH) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=492ae062f7d74e3cbd894e30160869f0-jbeigel]; Phillips, L Revell CIV DTRA RD 
(USA) [ 6) © Petrovick, Martha - 0449 - MITLL[ ob) © ) (© \ 
Gonzalez, Nina [ ovo) © Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fal72c87-ccolvis]; Kurilla, 
Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e8506 1e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34baS67c66b832baa0-dri.helix.n]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Tountas, Karen (FNIH) [T] 
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[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Stratton, Benjamin 
[ (OO) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41eS-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Hoots, W. Keith 
(INIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2ecaS9d4c-hootswk]; Groesch, Mary (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9bf499383186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107bd0ce27715-shippa]; Kindzelski, Andrei 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8bda5194bdca4d2594626f6313d2dbSc-kindzelskia]; Elsaid, Olivia 
(b) (6) Anderson, Margaret [ ) © Gonzalez, Nina 
[(/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Colvis, 
Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 
(b) (6) Jansen, Kathrin [ 0) © Kurilla, Michael (NIH/NCATS) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Young, John 
(b) (©) Biggs, Mary [ 0) (6) Butcher, Tina [ (b) (6) 
Demarcus [ (b) (6) Macone, Erin [ (6) (© Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 
(b) ( Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 


(b) 6) Tolman, Brett [ oo Alvarez, Rosa [ 6) © Dana 
Carluccio [ oo Rose Li Central Account [ (b) (6) Lucas 
Smalldon [ ov) © Stratton, Benjamin [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188]; (b) © Mollica, 
Linda /US [ 6) © Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553144696b2c79484d90e41eS -qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Chen, Helen Q. 

[ OO) Wung, Peter /US [ ow Hoots, W. Keith (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2ecaS9d4c-hootswk]; Groesch, Mary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab7 7a4c9bf499383186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
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[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107 bd0ce27715-shippa]; Kindzelski, Andrei 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8bda5194bdca4d2594626f6313d2db5c-kindzelskia]; Hone, David M (Dave) 
CIV DTRA J9 (USA) [ 0) © Reisler, Ronald B CTR USARMY DOD JPEO CBRND (USA) 

[ (b) 6) Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Elsaid, Olivia 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userfOefa7bd] 


Attachments: ACTIV_TX-Clinical_Working Group Meeting Guide_20200813.pdf 


Start: 8/13/2020 5:00:00 PM 
End: 8/13/2020 6:00:00 PM 


Recurrence: — (none) 


Required Levy, Elliot; Bozzette, Sam (NIH/NCATS) [E]; Jacqueline Kirchner; Sizemore, Christine (NIH/FIC) [E]; Butterton, Joan; 

Attendees: De Claro, R. Angelo (FDA/CDER); Draghia-Akli, Ruxandra; Eisner, Mark; Gottesdiener, Keith; Hughes, Eric; Judy 
Currier; Kim, Elizabeth; LaVange, Lisa; Mellors, John; Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; 
Peppercorn, Amanda; Poole, Mike; Proschan, Michael; Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li 
(FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) [T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, 
Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, Elizabeth (NIH/NIAID) [E]; Koroshetz, Walter 
(NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, Yves 
(INIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [E] ( (b) © Brown, Jeremy (NIH/NINDS) [E]; Gadbois, Ellen 
(NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Beigel, John (NIH) [E]; Phillips, L Revell CIV DTRA RD (USA); Petrovick, 
Martha - 0449 - MITLL; (b) (6) ) 

Optional Anderson, Margaret; Gonzalez, Nina; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, 

Attendees: — Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; 
Melencio, Cheryl (FNIH) [T]; Salathin, Carla; Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie 
(FNIH) [7]; Wachtel, Jonathan; Tolman, Brett; Alvarez, Rosa; Dana Carluccio; Rose Li Central Account; Lucas 
Smalldon; Stratton, Benjamin; o) © Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; 
Patterson, Amy (NIH/NHLBI) [E]; Rubin, Daniel B. (FDA/CDER); Marston, Hilary (NIH/NIAID) [E]; Chen, Helen Q.; 
Wung, Peter /US; Hoots, W. Keith (NIH/NHLBI) (E]; Groesch, Mary (NIH/NHLBI) [E]; Shipp, Allan (NIH/NHLBI) [E]; 
Kindzelski, Andrei (NIH/NHLBI) [E]; Hone, David M (Dave) CIV DTRA J9 (USA); Reisler, Ronald B CTR USARMY DOD 
JPEO CBRND (USA); Freire, Maria (FNIH) [T]; Elsaid, Olivia 


Dear ACTIV TX-Clinical Members, 


Please find attached the slides with the agenda for today's meeting. 


Thanks , 

stacey 

Join Zoom Meeting 

https: //fnih.zoom.us/j/ (b) ©) 
Meeting ID: 

Password: 6) = 


One tap mobile 
(b) (© US (Germantown) 
us (Chicago) 


Dial by vaur Tncatinn 
(b) (6) us (Germantown) 

Us (Chicago) 

us (New York) 

US (Tacoma) 

Us (Houston) 

us (San Jose) 

us (San Jose) 

Meeting ID: (b) (6) 

Password: 6) 

Find your local number: https://fnih.zoom.us bo) © 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 4/16/2020 10:28:42 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 

E] [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4 faaedebab8a45ce8ee2490c3-joan_butter]; Collins, Sylva 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f6b8f588067 140fe988f0832c2387725-Sylva.Colli]; Judy Currier 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; De Claro, R. Angelo 

(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Mark Eisner 


[ (b) (6) Keith Gottesdiener [ (b) (6) Eric Hughes 
(b) 6) LaVange, Lisa M [ 0) (© Elliott Levy [ (b) (6) Sandeep 
Menon [ (b) 6) Amanda Peppercorn [ (b) (6) Proschan, Michael 


(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45S059209b4468bb4ba02b0dfbbb3e4-proschaml]; Read, Sarah (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Amanda Peppercorn 
(b) 6) Price, Dionne (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a583eced842c44b18bb6fcd3820bee21-priced.fda]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Shen, Yuan Li 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu. fda]; Farley, John (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40b4c4456b14464 78813 1fe7bcaa09bc-FARLEYI.fda] 
cc: Mary Biggs [ (b) (6) Demarcus [ (b) ©) Macone, Erin [ (b) (6) 
Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1 e46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 
(b) 6) Elizabeth Kim [ (b) (6) Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Rose Li Central Account 
(b) (6) Lucas Smalidon [ ob) © Butcher, Tina 

(b) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Wung, Peter /US 


(b) 6) 
Subject: ACTIV Therapeutics-Clinical Master Protocol Subgroup - Meeting # 
Location: https://fnih.zoom. (b) (©) 
Start: 4/20/2020 6:00:00 PM 


End: 4/20/2020 7: 
Show Time As: Tentative 


:00 PM 


Required Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 

Attendees: (FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LeVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER) 
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Optional Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 
Attendees: (NIH/OD) [E]; Rose Li Central Account; Lucas Smalldon; Butcher, Tina; Wholley, David (FNIH) [T]; Melencio, Cheryl 
(FNIH) [T]; Wung, Peter /US 


Dear TX-Clinical Master Protocol Subgroup, 

This will be our 4"" meeting. We will update with materials closer to the mecting. 
Thanks, 

Stacey 


Join Zoom Meeting 
https: Zoom, o) © 


Mecting ID: ) © 
Password: (b) (6) 
One tap mobile 
) ©) US (Chicago) 
US (New York) 


Dial by your location 

(OX) US (Chicago) 
US (New York) 
US (San Jose) 
US 


US (Houston) 
US (San Jose) 
Meeting ID: (b) (6) 
Password: (b) (6) 
Find your local number: https://fnih.zoom.us/ (6) ©) 
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From: 


Sent: 
To: 


cc: 


Connelly, Sarah [ (b) (6) 

11/10/2020 9:35:30 PM 

Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427e23d34f1e072f8cb7-menetskijp]; 


(b) ( Hild, Sheri (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; (b) (6) m; 
(b) (6) (b) 6) (b) (6) (b) 6) 


(b) (6) Baric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; 

(b) (6 Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae4 15aa3d85ac09cb7 6f85-DEMINGD.fda]; 

(b) (6) ) © () 6) Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 

(b) (6) Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
[ ob) © Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Tomas Cihlar 

) 6) Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA) [ () (6) 
Punturieri, Antonello (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24bScb5e933c6ee7a6bc7-punturieria); Charette, Marc 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf]; Fessel, Josh (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; | (b) (6) 
Diamond, Michael [ (b) (6) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); 
Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Desrosiers, Betsy 

(b) (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Jansen, Kathrin 

(b) ( Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e8506 1e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|E} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46fSb750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952165f80-santosmr]; Adam, Stacey (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; Kim, 
Elizabeth [ 0) © btolman [/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Wachtel, Jonathan (b) (6) Prabhavathi 
Fernandes [ (b) (6) Rose Li[ ob) © Dana Carluccio 
(b) (© Lagos, Enrique (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=2e9041ab27204d83b06752f67a44b0d1-lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bc1lac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 
[ (b) © Dave Frankowski [ (b) © Baric, ToniC 
[ (b) (6) Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c569027 18a-lowyd); Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d8469 1ac0aS30e4ba6cebS -haigwoon.oh]; Stratton, Benjamin 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7 188); 
Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Anderson, James 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be2S4ca21573b23-andersonjm]; Hawk, Harrison 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8]; 
Mason, Stephen [ ob) (6 (b) ©) 

Subject: RE: ACTIV Preclinical full working group 


Dear Preclinical Working Group Members, 


Please see below for the agenda for tomorrow’s meeting at 10:00 AM ET. If you have any questions or items to add, 
please let us know. 


Agenda Tople uration Facilitator 
Discuss Subgroup updates ohn Young 
Preclinical prioritization Nancy Haignood 
lnvivo steateny Cat Lute 
© Fleld Guides esac Isis Kanevsky 
@ Vial Stocks Gunt Florence 
Data portal implementation Sam onsen 
Joe Meneteli 
Updates to the FNIH ACTIV Website ~ Clinical Tal Protocols and FAQ's S mine John Young 
Christine Cols 
Joe Monotski 
Discuss Viral Mutation and Prediction of Escape 30 mvns John Young 
Christine Cohis 
John Young 
Align on next steps for BSL facility tracker 35 mins Christine Cobis 
Joe Manetsid 
John Young 
Discuss development of website to capture RFAS for COVID research a5 mins Christine Cobis 


Joe Menateki 


Looking forward to talking to everyone tomorrow! 


All the best, 
Sarah 
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Sarah Connelly, PhD 

Deloitte Consulting, LLP 
Tel/Direct: (b) © 
www.de 


From: Menetski, Joseph (FNIH) [T] <j (Oxo) 
Sent: Tuesday, April 14, 2020 6:43 PM 
To: Menetski, Joseph (FNIH) [T]; Hild, Sheri (NIH/OD) [E]; () (© 
b) ©) ob) © &) © i ) ©) 

OO Barrie, Ralph; ) (© ; Ottinger, Elizabeth (NIH/NCATS 
[E]; Colvis, Christine (NIH/NCATS) (E]; Hewitt, Judith (NIH/NIAID) [E]; Deming, Damon (FDA/CDER); 

(b) (6 Parker, Ashley (NIH/OD) [E]; Collins, Francis 
(NIH/OD) [E]; (b) (6) ; Adams, Peter (OS/ASPR/BARDA); Rao, Srinivas; Qashu, Felicia (NIH/OD) 
[E]; Tomas Cihlar; Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA); Punturieri, Antonello (NIH/NHLBI) [E]; 
Charette, Marc (NIH/NHLBI) [E]; Fessel, Josh (NIH/NHLBI) [E]; (b) (6) 


Cc: Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine 
(NIH/NCATS) [E]; Desrosiers, Betsy; Eric Hughes; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); 
Read, Sarah (NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, 
Stephanie (FNIH) [1]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; 
Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina 
(NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas 
(NIH/NCI) [E]; Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin; Gadbois, Ellen (NIH/OD) [E]; 
Anderson, James (NIH/OD) [E]; Hawk, Harrison; Diamond, Michael; Mason, Stephen; 

(b) (© ; Connelly, Sarah 
Subject: ACTIV Preclinical full working group 
When: Wednesday, November 11, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & Canada). 
Where: b) (©) 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
httns://fnih.zoom.us b) (© 


Meeting ID: (b) 6) 
Passcode: (b) (6) 
One tap mobile 
) © US (Germantown) 
US (Chicago) 


Dial by your location 
US (Germantown) 
US (Chicago) 
US (New York) 
JS (San Jose) 
US (San Jose) 
US (Tacoma) 
US (Houston) 
Meeting ID: (bv) (6) 
Passcode: (b) (6) 
Find your local number: httos://fnih.zoom.us ) © 
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This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: 


Sent: 
To: 


Florence, Clint (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SE032D0BC8554E8787E844A7773295FE-FLORENCEWC] 
9/2/2020 9:23:25 PM 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; (b) (6) 

0) © ) ©) 0) © 0) © 

(b) (©) oo Baric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; 

Oo) Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 

Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375Scd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8aSace9923ae4 15aa3d85ac09cb76f85-DEMINGD.fda]; 

(b) (6) (b) 6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; 
Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; 

») (6) Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
ff oo Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41eS-qashufm]; Tomas Cihlar 

0) 6 Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA) [ () 6) 
Punturieri, Antonello (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e93 3c6ee7a6bc7-punturieria]; Charette, Marc 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf]; Fessel, Josh (NIH/NHLBI) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; (b) (6) 

(b) ©) (b) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); 
Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 

(b) (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Jansen, Kathrin 

(b) ( Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e8506 1e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1 e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952165f80-santosmr]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
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‘ecipients/cn=user706e5647]; Kim, 


‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/c: 


Elizabeth [ (Or) btolman [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Wachtel, Jonathan (b) (6) Prabhavathi 
Fernandes [ (b) (6) Diamond, Micheel [ 0) © Rose Li 


(b) (6) Dana Carluccio [ bo) © Lagos, Enrique (NIH/NCATS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Simon, Dina (NIH/OD) [C] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345fa5d1d4d7eaf4e0f3da58bc1ac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 
[ (b) (©) Dave Frankowski [ ) (© Baric, Toni C 

(b) (6) Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 

Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c569027 18a-lowyd); Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d8469 1ac0a530e4ba6cebS-haigwoon.oh]; Stratton, Benjamin 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188]; 
Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Anderson, James 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Hawk, Harrison 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8]; 


Mason, Stephen [ (b) (6) (b) (© Reynolds, Lindsey 
(b) (6) Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d] 
Subject: Re: ACTIV Preclinical full working group 
All — 
)@) 
Clint 
From: ) © 


When: 10:00 AM - 11:00 AM September 2, 2020 
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Subject: ACTIV Preclinical full working group 
Location: https://fnih.zoom.us 0) (6) 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https://fnih.zoom.us/iy (OX) 


Meeting ID: 0b) © 
Passcode: (b) (6) 
One tap mobile 
6) © Us (Germantown) 
US (Chicago) 


Dial by your location 
US (Germantown) 
US (Chicago) 
US (New York) 
US (San Jose) 
US (San Jose) 
US (Tacoma) 
US (Houston) 
Meeting ID: (b) (6) 
Passcode. (b) (6) 
Find your local number: https://' 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 6/25/2020 12:33:41 AM 

To: Draghia-Akli, Ruxandra [ (b) (6) Garner, Carl 0) (6) Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Bozzette, Sam 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f0Sa36 19cf47c7ae39d 7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c495c3ee25c2461ba6a829b124062448-DECLAROR. fd]; Eisner, Mark 


[ (b) (6) Gottesdiener, Keith [ () (© Hughes, Eric 
(b) 6) Judy Currier [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Kim, Elizabeth 
[ (b) (6) LaVange, Lisa (b) (© Levy, Elliot [ 0b) © Mellors, John W 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; 
Menon, Sandeep [ (b) (6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=3062244466140faa9SaaaafeO6ebd70-parkeras]; 
Patel, Naimish [ (b) (©) Peppercorn, Amanda [ (b) (6) Poole, Mike 
(b) (6) Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc695 2f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu. fda]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d740f8a8cdd5Scbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8'588067 140fe98810832c2387725-Sylva.Colli]; Amanda Peppercorn 

(b) (6) Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Timothy Burgess 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=52e5e03dcbc847709eaab64457efaS7e-TimothyBurg]; Reineck, Lora 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aScb3e9a3a2747c38c42fE8f5c8e40cf-rosenbey]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99¢10-goffdc]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce971eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9eS098-mculp]; Jacqueline Kirchner 
[ 6) © Beigel, John (NIH) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=492ae062f7d74e3cbd894e30160869f0-jbeigel] 
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ce: Colvis, Christine (NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 
[ (b) (© Jansen, Kathrin [ ov) © Kurilla, Michael (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Young, John 

(b) (6) Biggs, Mary [ (&) (6) Butcher, Tina [ (b) (6) 

Demarcus [ 0) © Macone, Erin [ 0) (© Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b6 28e6f-melencioc]; Salathin, Carla 
[ () © Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 


(b) (6) Tolman, Brett [ vo) © Alvarez, Rosa [ (b) (6) 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Dana Carluccio [ (b) © Rose 
Li Central Account [ 0) © Anderson, Margaret [ (b) 6) Lucas 
Smalldon [ (b) 6) Stratton, Benjamin | (b) (6) 
(b) (6) Mollica, Linda /US [ (b) (6) Qashu, Felicia (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Marston, Hilary 
(NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Chen, Helen Q. 
[ (b) (6) Wung, Peter /US [ ob) © Hoots, W. Keith (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2ecaS9d4c-hootswk]; Groesch, Mary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9bf499383 186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107bd0ce277 15-shippal; Kindzelski, Andrei 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8bda5194bdca4d2594626f6313d2dbSc-kindzelskia] 

Subject: Materials for ACTIV Therapeutics-Clinical Working Group Meeting 

Attachments: ACTIV_TX-Clinical_Working Group Meeting Guide_20200625_vF.pdf; COVID-19_06152020_F.pdf; RACAP_COVID- 
19_MAP_INSIGHTS.pdf 


Dear ACTIV TX-Clinical WG, 

Please find attached the slides that we will use to update on the progress on the master protocols and antiviral 
prioritization in the last week. 

We look forward to speaking with many of you tomorrow. 

Also, find attached set of interesting COVID-19 overview documents that one of the Preclinical WG members shared 


today. | thought this group might also find it interesting. 


Kind regards, 
Stacey 


Stacey J. Adam, PhD 
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Director, Cancer 
Research Partnerships 
Direct: (6) (6) | Mobile: (6) (6) 


Join Zoom Meeting 
https://fnih.zoom.us/ 


Meeting ID: (bv) 6) 
Password: (b) (6) 


One tap mobile 
0) © 


Dial bv vour location 
[OXO) US (Germantown) 

US (Chicago) 

US (New York) 

US (Tacoma) 

US (Houston) 

US (San Jose) 

US (San Jose) 

MeetingID: — (b) (6) 

Password: (b) (6) 

Find your local number: https://fnih.zoom.t 


(b) (6) 


US (Germantown) 
US (Chicago) 


o) © 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CDSA14F93-TOUNTASKH] 
Sent: 5/21/2020 10:23:24 PM 
To: Vincent, Mike [ ov) © Bascles, Lionel | (OO) Cohen, Myron 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3clc4f75dd4c457-myron_cohen]; Corey, Larry 
Icorey @fredhutch.org]; Desrosiers , Betsy [ ) © Dickens, Jim (NIH/NCATS) [C] 
o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387 cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Nayak, Seema (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51dSee6848004578bSbf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal; Resnansky, Laura 

(b) 6) Srinivasan, Badhri [ (b) (© Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wachtel, Jonathan 

(b) (6) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41eS-qashufm] 
cc: Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Kenny, Dermot 
») (6) Weinmann, Gail (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e42af1165dcad-weinmang]; Mensah, George 
(INIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1 bb0b9aac84846c-mensahga]; Garner, Carlos 
(b) (6) Denny, Joshua (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cdb4626dabbb45aa8b8eSd21169344e6-dennyjc]; Reid, Nancy (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=baa8b238107d4c39822dbe4459ff0089-reidnc]; Gebo, Kelly (NIH/OD) [G] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=009cf99ae63f4f71b5b1204a73ded609-geboka]; Moschetti, Justin (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=194d297d48db4292821d286fa89badce-moschettij]; Culp, Michelle (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hughes, Eric 
(b) 6) Jansen, Kathrin [ (b) 6) Lowy, Douglas (NCI) 

‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 

) ¢ Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dced875f0679648859e 1cf101c0943414-adamsj4]; Anderson, Margaret 

6) © Carluccio, Dana [ ob) © Melencio, Cheryl (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa742841Sbb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


GADB0000003606-2515285 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Penny [ ob) © James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, 
Rose () (6) Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS 2dc4a427 ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44¢ 18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 


[ (b) (6) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Criffield, Robin 
[ ) © Hamilton, Nancy [ (OO) Minnich, Beth 


Katz, Rebecca (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aaSed901b4c5a3d9-katzrd]; Stratton, Benjamin 


[ () (© Tolman, Brett [ 0) © Victoria Davey [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e1 15ec-victoria.da]; 
Jintanat Ananworanich [ (b) 6) 

Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 

Attachments: Clinical Trial Capacity Working Group Meeting Agenda_05222020.pdf; ACTIV Protocol Tracker 05212020.pdf 

Location: https://zoom. (b) (6) 

Start: 5/22/2020 1:00:00 PM 

End: 5/22/2020 2:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Vincent, Mike; Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; 

Attendees: Doroshow, James (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, 
Ashley (NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Wachtel, 
Jonathan; Qashu, Felicia 

Optional Sizemore, Christine (NIH/FIC) [E]; Kenny, Dermot; Weinmann, Gail (NIH/NHLBI) [E]; Mensah, George (NIH/NHLBI) [E]; 

Attendees; Garner, Carlos; Denny, Joshua (NIH/OD) [E]; Reid, Nancy (NIH/OD) [C]; Gebo, Kelly (NIH/OD) [G]; Moschetti, Justin 
(NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Colvis, Christine (NIH/NCATS) [E]; Hughes, 
Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John; Adam, Stacey (FNIH) [T]; 
Anderson, Margaret; Carluccio, Dana; Cheryl (FNIH) Melencio [T] ( (b) © Francis Collins; Gonzalez, 
Nina; Heaton, Penny; James, Stephanie; Li, Rose; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH); Tuvesson, 
Nancy; Wholley, David (FNIH) [T); Criffield, Robin; Hamilton, Nancy; Minnich, Beth; Rebecca (NIH/NCATS) Katz [E] 
( (b) (6) Stratton, Benjamin; Tolman, Brett; Davey, Victoria; Jintanat Ananworanich 


Dear Colleagues, Attached is the Agenda. Please note that we will be hearing from the 4// of Us program and how they 
might be useful for implementing ACTIV protocols. In addition, per a request from Tuesday’s meeting, attached is the 
ACTIV Protocol Quick Reference Tracker — thanks to Jonathan and his colleagues for creating this! At present there are 
three ACTIV protocols, all in the treatment category. CTC Recommendations Committees have been established for the 
ACTIV-1 and ACTIV-2 protocols to-date and integration with the protocol development and lead network operations 
teams will take place in the very near future. Best regards, Karen 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 
Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 


GADB0000003606-2515285 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD. 
Scientific Program Manager 


Foundation for the National Institutes of Health 


Join Zoom Meeting 
https://zoom. (b) (6) 


Meeting ID: (b) (6) 
Password: (b) (6) 
One tap mobile 

(b) (6) 


Dial by your location 
(b) ©) US (Chicago) 

US (New York) 

US 

US (Houston) 

US (San Jose) 

US (San Jose) 

US 

Meeting ID: (b) (6) 

Password: (b) (6) 

Find your local number: https://zoom.us 


US (Chicago) 
US (New York) 


) © 
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From: 


Sent: 
To: 


cc: 


Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=S001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 

4/14/2020 10:48:30 PM 

Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; (b) (©) 
6) © 0) © &) ©) 

(b) (6) (6) (©) Baric, Ralph [/o=ExchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.email; 
(b) (6) Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d0a7 dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8aSace9923ae4 15aa3d85ac09cb7 6f85-DEMINGD.fda]; 

(b) (©) (b) (6) 0) (© Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 
ken.duncan@gatesfoundation.org; Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9 146ef901 16c4311c6f3ee-Peter.Adams] 

Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Desrosiers, Betsy 

(b) (6) Hughes, Eric [ (vb) (6) Jansen, Kathrin 
(b) (©) Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
'E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 


(b) ( Kim, Elizabeth [ (b) (© Tolman, Brett [ (b) (6) Wachtel, 
Jonathan [ 0b) © Prabhavathi Fernandes [ 0b) © Diamond, Michael 
(b) 6) Rose Li [ 6) © Dana Carluccio 


(b) © Lagos, Enrique (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 
6) © Dave Frankowski [ i) 


COLL0000008975-2515286 


Subject: 


ACTIV Preclinical working group (Friday meeting) 


Location: https://zoom.us/iy &) © 
Start: 4/24/2020 3:00:00 PM 
End: 4/24/2020 4:00:00 PM. 
Show Time As: Tentative 
Recurrence: Weekly 
every Friday from 11:00 AM to 12:00 PM 
Required (b) 6) (OT) oe) © (0) ©) 
Attendees: (b) © ) © 0) © ) © 
(b) 6) ) © ob) © 0) ©) 
&) ©) (b) 6) ) © (b) 6) 
(b) (6) Parker, Ashley (NIH/OD) [E]; Collins, Francis (NIH/OD) [E); 
(b) 6) Adams, Peter (OS/ASPR/BARDA) 
Optional Wholley, David (FNIH) [T]; Austin, Christopher (NIK/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine 
Attendees: (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michae! (NIH/NCATS) [E]; Lowy, Douglas 
(INCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; 
James, Stephanie (FNIH) [1]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi 
Fernandes; Diamond, Michael; Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha 
(NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; 
Dave Frankowski 
Holding time 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https://zoom,.us/ 


Meeting ID: (b) (6) 
Password: (b) (6) 


One tap mobile 
(b) 6) 


Dial by your location 
US (New York) 
US (Chicago) 
US 
US 
US (Houston) 
US (San Jose) 
US (San Jose) 

Meeting ID: (b) 6) 

Password: (b) (6) 

Find your local number: https://z00m.. 


(b) 6) 


US (New York) 
US (Chicago) 


b) 6) 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 5/14/2020 2:45:11 PM 

To: Marks, Peter [ &) (© Mascola, John (NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; 
Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

oe Fauci, Anthony (NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396094-afauci]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak|]; Parker, Ashley (NIH/OD) [E] 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: RE: ChAdOx1 


Yes, I'd be glad to join. We should start with Dolsten. 


From: Marks, Peter < (b) (6) 

Sent: Thursday, May 14, 2020 9:05 AM 

To: Mascola, John (NIH/VRC) [E] < (b) (6) Collins, Francis (NIH/OD) [E] < (b) (©) Lane, 
Cliff (NIH/NIAID) [E] < ) (©) 

Cec: Fauci, Anthony (NIH/NIAID) [E] < ) (6 Wholley, David (FNIH) [T] < (b) (6) Tabak, 
Lawrence (NIH/OD) [E] < (b) (6) Parker, Ashley (NIH/OD) [E] < (b) (6) 


Subject: RE: ChAdOx1 
Dear John, 


Thanks for bringing the Pfizer issue up. | think that a call with their head of development and possibly also their CEO 
may be needed, and | wonder if Francis would like to join? 


Best Regards, 


Peter 
From: Mascola, John (NIH/VRC) [E] (b) ©) 
Sent: Thursday, May 14, 2020 9:03 AM 
To: Marks, Peter (b) (6) >; Collins, Francis S (NIH) () (6) >; Lane, Henry C (NIH) 
(b) (6) 
Ce: Fauci, Anthony S (NIH) (b) ©) >; Wholley, David N (NIH) < (Oxo) Tabak, Lawrence A 
(NIH) (b) 6) ; Parker, Ashley S (NIH) (b) (© 


Subject: RE: ChAdOx1 


Francis - we did make good progress on ACTIV Vaccine WG. Yesterday on the vaccine clinical trials subgroup, we 
presented the harmonized protocol approach and high level details of phase 3 design. There was good input on both and 
general agreement, with some useful recommendations on efficient ways to conduct phase 3. 


One issues is that the Pfizer representative on the subgroup, both Kathrin Jansen (who is co-chair of Vaccines WG), and 
Bill Gruber (Pfizer Senior VP for R&D) — took turns articulating their view that large Pharma companies like theirs prefer 
not to work with USG and it would just slow them down. When we asked for suggestions for DSMB, Kathrin said she did 
not agree that we should ask for nominations — because this issue required more discussion — mainly because Pfizer has 
no interest in this. Doug Lowy was on the call, so may be useful to get his perspective. 


COLL0000010992-2515287 


John 


From: Marks, Peter (b) (6) > 

Sent: Thursday, May 14, 2020 6:23 AM 

To: Collins, Francis (NIH/OD) [E] ob) © Mascola, John (NIH/VRC) [E] (b) (6) ; Lane, 
Cliff (NIH/NIAID) [E] ) © 

Ce: Fauci, Anthony (NIH/NIAID) [E] b) © Wholley, David (FNIH) [T] (b) (6) Tabak, 
Lawrence (NIH/OD) [E] < ) (©) Parker, Ashley (NIH/OD) [E] (b) (6) 


Subject: RE: ChAdOx1 
Dear Francis, 


We had made good progress with the Oxford AZ team on the clinical end before the contracting period began. From my 
last conversation with the AZ clinical team they were on board with the USG concept of a large phase 3 trial, potentially 
as part of a master protocol if the timing was right. Their major issue was getting moving rapidly. 


Among other things, Tony, John and | discussed the concept that (b) (5) 
(b) G) 


Later today | will be speaking with John again about this merged concept. After giving it very careful consideration, 


though it certainly involves significant extra work in protocol development and logistic planning, (b) (4). (b) (5) 
(&) 4). (&) G) 


(b) (4), (&) (5) Happy to discuss 

further. 
Best Regards, 
Peter 
From: Collins, Francis (NIH/OD) [E] oo > 
Sent: Thursday, May 14, 2020 5:38 AM 
To: Mascola, John R (NIH) (b) (6) >; Lane, Henry C (NIH) (b) © ; Marks, Peter 

(b) (6) 
Ce: Fauci, Anthony S (NIH) (b) (6) ; Wholley, David N (NIH) 0) © ; Tabak, Lawrence A 
(NIH) (b) 6) >; Parker, Ashley S (NIH) (&) (6) 


Subject: ChAdOx1 


COLL0000010992-2515287 


Gentlemen: 

| need to know the update on where we are with Oxford, A-Z, and ChAdOx1. | see there’s a BARDA WebEx at 5 pm, and! 
have a rescheduled phone call this morning with John Bell. I’d like to be as useful as possible in making a plan that 
includes this vaccine program as part of the harmonized master protocol. Advice about how to use the call with John 


Bell most effectively would be most welcome! 


And did the Vaccines WG make good progress yesterday on the details of the harmonized master protocol? Did they 
agree in principle to a single DSMB? 


Thanks, Francis 


COLL0000010992-2515287 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/13/2020 5:25:27 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Human Challenge Trials 


() (5). (&) (4) 

Frankly unless we are willing to mark the 
notes confidential they will be passed on; the honor system just does not work with groups this large and in an 
atmosphere this intense. So please let me know if that is what you want me to do, and | will advise our staff (who can 
then tell their WGs) and our writers accordingly. 


PS, | am trying to hurry along the Vaccines WG to get their piece on human challenge trials completed; my 
understanding so far is that they want something ready to send to a prepublication site next week. | have asked Mike S. 
to push. 

David 


From: Collins, Francis (NIH/OD) [E] < (b) (6) 
Sent: Wednesday, May 13, 2020 1:08 PM 

To: Wholley, David (FNIH) [T] < 6) © 
Subject: FW: Human Challenge Trials 


(©) (5). () (4) 


FC 

From: Myles, Renate (NIH/OD) [E] < ov) © 

Sent: Wednesday, May 13, 2020 11:19 AM 

To: Collins, Francis (NIH/OD) [E] <coll (b) (©) Tabak, Lawrence (NIH/OD) [E] < (b) ©) 
Wolinetz, Carrie (NIH/OD) [E] < (b) (6) Wholley, David (FNIH) [T] < (b) (6) 

Ce: Burklow, John (NIH/OD) [E] < () (6) 


Subject: FW: Human Challenge Trials 


See below. (b) (5). (&) @) 


From: Jon Cohen < (b) 6) 

Sent: Wednesday, May 13, 2020 11:17 AM 

To: Myles, Renate (NIH/OD) [E] < (b) (6) 

Ce: Fine, Amanda (NIH/OD) [E] < ) © Wojtowicz, Emma (NIH/OD) [E] < (b) 6) 
Subject: Re: Human Challenge Trials 


Hi Renate, 


(b) ©). &) A) 


COLL0000021937-2515288 


High-Level Meeting Summary 


(©) (5). (6) @) 


New Mandates for the Vaccines WG 


(b) (5). () (4) 


(b) (5). (&) 4) were still seriously being considered. 


If we do run aclarification, | will need to spell out that a decision was made prior to the May 15 date here and who 
made it and why. 


Many thanks, 

Jon 
On May 13, 2020, at 7:27 AM, Myles, Renate (NIH/OD) [E] < (b) (6) wrote: 
[EXTERNAL EMAIL] 
Hi Jon: 


support human challenge studies for COVID-19. There is an expectation of sufficient natural 
transmission for efficacy studies that could be launched as early as summer 2020. The development of a 
human challenge model would take longer than this timeline. Would you update your story to reflect 
this point? 


Thanks much, 
Renate 


Renate Myles, MBA 
Depu 


COLL0000021937-2515288 


From: LaVange, Lisa M [ (b) (©) 

Sent: 10/18/2020 8:30:03 PM 

To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d 7bcfOaac88d-bozzettesaa]; Boucher, Cynthia 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2c1d80fcSe664e852e8baf6833bc1734-boucherc]; Atkinson, Jane 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d0e3e449583b40e0bSbfdfccfda7 1ced-jatkinso]; Chang, Soju (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=99b3263e72a94bfa9ded3f82c4daeS9c-changsojul; ' (b) ©) 

[ (b) ©) ‘Gavin, Brian’ [ 0b) © ‘Sadeh, Jonathan! | (b) ©). 
‘Melsheimer, Rich [CNTNL|' | (b) (6) 'Beumont-Mauviel, Maria JRDUS]' [ (b) 6) 
"Bharucha_David' [ ) © 'Ferguson_William' 0) (6 Eric 


Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Read, Sarah (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Proschan, Michael 
(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; Gardner, Bobbi 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3dd21d20185e4e46a20a6eb89c314580-gardnerbw]; ‘Sandeep Menon' 

(b) (6) ‘Yong, Florence H' | (b) (6) 'Trank, Christina’ 

(b) (6) ‘Moyo, Vusi' [vusi. &) © Collins, Francis (NIH/OD) [E] 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; ‘Kimmel, Bridget [JRDUS' 
(b) (6) Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4]; Marti, Emily (NIH/NCATS) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=970fb6ea63944699aa433{b034a0f63f-carlsone]; Eisnor, Derek 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae393740634d4ec9954494c0c2ef669a-Derek.Eisno]; 

{ (b) (6) (b) (6) Austin, Christopher (NIH/NCATS) [E] 
[(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Mason, Robin 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=77156b112de94c439dbccb68949546 18-Robin.Mason] 
ce ‘Montgomery, Stephanie’ [ bo) © O'Sullivan_Alexandra 
6) © Stock, Thomas (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative 

Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4cb470e0376340ee8a234fd4331fed3d-Thomas.Stoc]; Neta Nelson 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3d10b8fdSdff411eb1d6f8f4892e27e3-nnelson.tec]; Butler, Sandy 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4782eaa72024479197826e3d7 1d5584c-sbutler.tec]; Daniel Benjamin Jr, 
MD., Ph.D. [ ) (6 Theresa Jasion [ ) 6) Molina, Daniel 

) © Rose Beci [ 0) 6 Lind, Brian (NIH/NCATS) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=486ebcc6ebe34d08a69 1 e66632ed5005-lindbj); Mason, Robin 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=77156b112de94c439dbccb68949546 18-Robin.Mason]; O'rourke, Anna 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4a43de8d7c474c538615405753ccfb6c-Anna.O_rour]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Lori Hudson, Ph.D. 


COLL0000013995-2515289 


[ (OO) “Huyen Cao" ob) © ["Huyen Cao" < 0) (© Huyen 
Cao [ ob) © Brody, Betty (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ecad8c87c49d4f018bd2530beef4a30d-Betty.Brody]; Chiang, Anna 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aa42127fa32b4d0faOccceS799cf419f-Anna.Chiang]; Schmidt, Jeffrey 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=343 1daSab88f4204858d4c6fe19aaa7a-Jeffrey.Sch] 

Subject: RE: 1st ACTIV-1 patient has been randomized 


Flag: Follow up 


Great news, significant milestone, congrats to all! 


lisa 
From: Bozzette, Sam (NIH/NCATS) [E] [mailto: (b) (6) 
Sent: Friday, October 16, 2020 4:48 PM 
To: Boucher, Cynthia (NIH/NCATS) [E] < (b) (6) Atkinson, Jane (NIH/NCATS) [E] 
< (b) (6) Chang, Soju (NIH/NCATS) [E] < 6) (© ; () 6) 
< (b) (6) ‘Gavin, Brian’ < (OO) 'Sadeh, Jonathan! < (b) 6) 
'Melsheimer, Rich [CNTNL]' < (b) (6) ‘Beumont-Mauviel, Maria [RDUS]' < o) 6 
'Bharucha_David' < (b) (6) ‘Ferguson_William' (b) (6) Eric Hughes 
< (b) (6) Read, Sarah (NIH/NIAID) [E] < () (©) LaVange, Lisa M 

(b) 6) Proschan, Michael (NIH/NIAID) [E] < (b) (6) Gardner, Bobbi (NIH/NCATS) [E] 
< (b) © ‘Sandeep Menon' < (b) (6) ‘Yong, Florence H' 
< (b) (6) ‘Trank, Christina’ < (b) (6) ‘Moyo, Vusi' 
< (b) (6) Collins, Francis (NIH/OD) [E] < 0) © ‘Kimmel, Bridget [JRDUS' 
< (b) (6) Adam, Stacey (FNIH) [T] < ovo) © Marti, Emily (NIH/NCATS) [E] 
< (b) (6) Eisnor, Derek (OS/ASPR/BARDA) < (b) (6) 4 (b) (6) 
< (b) (6) Austin, Christopher (NIH/NCATS) [E] < ) © Collins, Francis (NIH/OD) [E] 
< (b) (6) Woodcock, Janet (FDA/CDER) < ) 6) Mason, Robin (OS/ASPR/BARDA) 
3 (b) (6) 
Cc: ‘Montgomery, Stephanie’ < 0) (© O'Sullivan_Alexandra 
< (b) 6) Stock, Thomas (HHS/IOS) < () © Nelson, Neta 
< () © Butler, Sandy < ) © Daniel Benjamin Jr, M.D., Ph.D. 
< (b) ©) Theresa Jasion < &) © Molina, Daniel < (b) 6) 
Rose Beci < (b) (©) Lind, Brian (NIH/NCATS) [E] < ) (6) Mason, Robin (OS/ASPR/BARDA) 
< 6) 6 O'rourke, Anna (OS/ASPR/BARDA) (CTR) <Anna. (b) © Austin, Christopher 
(NIH/NCATS) [E] < ) © Lori Hudson, Ph.D. < ) © "Huyen Cao" 

(b) (6) > <"Huyen Cao" < (Oxo) Huyen Cao < (b) (6) Brody, Betty 
(OS/ASPR/BARDA) < (b) 6) Chiang, Anna (OS/ASPR/BARDA) < 0%) 6 Schmidt, Jeffrey 
(OS/ASPR/BARDA) < (b) (6) 


Subject: 1st ACTIV-1 patient has been randomized 
Hello: 


The first patient has been randomized into ACTIV-1. Congratulations to all, especially Bill Powderly, Jane O'Halloran, and 
the rest of the Wash U team. 


Happy weekend to all! 
Sam B 


Sam Bozzette. MD, PhD 
Chief Medical Officer 


COLL0000013995-2515289 


Immediate Office of the Director 
National Center for Advancing Translational Sciences 
National Institutes of Health 


6701 Democracy Blvd., Room 926 

Bethesda, MD 20892 

(Use ZIP code 20817 for overnight mail or courier) 
Phone: (b) (6) 

E-mail: (b) (6) 


NIH NCATS: COLLABORATE. INNOVATE. ACCELERATE. 


COLL0000013995-2515289 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 7/8/2020 1:55:51 PM 


To: Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 
ce? Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: OWS TX assay working group (UNCLASSIFIED) 


See below. 


--Original Message----- 


From: Eakin, Ann (NEH/NIATD) (e] () (6) 

Sent: Wednesday , July 8, 2020 9:41 AM 

To: Martins, Karen (OS/ASPR/BARDA) < (b) (6) Wholley. David (FNIH) [T] < (b) (6) 
Cc: Kilgore, Nicole R CIV USARMY (USA) 6 > 


Subject: Re: OWS TX assay working group (UNCLASSIFIED) 


Thanks Karen and David. Clint is in DMID and I work closely with him so I definitely appreciate how 
tightly the NHP use is being controlled. This far the focus has been on supporting OWS-Vx studies, as 
far as I understand. I have 'penciled-in' a couple requests for potential studies to support OWS-Tx 
needs in the future. However, I don’t think we have any specific needs on the radar. Animal 
availability is the primary reason that we have focused on hamsters as the preferred model for any nAb 
hamster studies we would likely support for OWS. I am eager to see any of the existing data for lead mAb 
products that compare results in NHPs and rodents to feel more comfortable with that decision, but for 
the short-term, I think that will be the only pragmatic option. 


Thanks for the heads-up! 


Ann 


On 7/8/20, 8:49 AM, “Martins, Karen (OS/ASPR/BARDA)" < (b) (© wrote: 


Hi David, 

Are you in communication with the OWS preclinical group? Clint Florence is co-lead with Alison Totura 
from BARDA so I imagine you are, but just wanted to confirm! Nicole and Ann, I don’t know if you are 
coordinating your preclinical studies through them or with them but let me know if you need more 
information 

Thanks! 

Karen 


Sent from my iPhone 


> On jul 8, 2020, at 6:34 AM, Wholley, David (FNIH) [T] < oo) © wrote: 

> 

> Ann, Nicole: 

> In speaking about this with NIH leadership this morning, Jim Anderson (who runs ORIP and who has 


been working with the ACTIV Preclinical working group on the strategy for allocating scarce NHP resources 
to support critical COVID-19 research) I was asked if we knew yet how many rhesus macaques (or any other 
primates) would be needed for the in vivo testing. These are indeed being rationed, and Jim said he 
cannot emphasize enough how important it is for this group to estimate their needs as soon as possible. 
Thanks, David 

> 


> seeen Original Message----- 

> From: Kilgore, Nicole R CIV USARMY (USA) < ©) © 

> Sent: Wednesday, July 8, 2020 7:52 AM 

> To: Grossman. Jennifer (NIH/NIAID) [c] <I (b) (6) Pickett. Thames (NIH/NIAID) [E] 
<I (b) (6) Bergmann-Leitner. Elke S CIV USARMY MEDCOM (USA) (OO) 

: ‘Chaudhury, Azraa’ < () (6) Erlandson, Karl (OS/ASPR/BARDA) 

< (b) (6) Eakin, Ann (NIH/NIAID) LEI! < (b) (6) Martins, Karen COS/ASPR/BARDA) 
< (b) 6) Jenkins, Amy L CIV (USA) < (b) 6) Adam, Stacey (FNIH) [T] 


COLL0000015462-2515290 


< (b) (6) Wholley, David (FNIH) [T] < (b) (6) ; Menetski. Joseph (FNIH) [T] 
< (b) (6) ward, Lucy A CIV USARMY DOD JPEOCBD (USA) < (b) 6) 

> Cc: ‘Breslauer, Arianna’ < 0) © 

> Subject: OWS TX assay working group (UNCLASSIFIED) 


> 
> CLASSIFICATION: UNCLASSIFIED 
> 

> all, 
> 
Thanks for the productive discussion yesterday. Please see below for the minutes from Assay WG 
nesting - feel free to add as needed 


v 


> Action items 
Ann/Nicole to set up follow-up time with USAMRIID and IRF to collect further detail on 
their aninal model capabilities 
Ann/Nicole to share output from meetings with USAMRIID and IRF offline, for team to discuss 
and aren on preferred facility 
Ann/Lucy to continue discussion offline on running neut assays in animal models and some of 
the perational elements needed to support testing 
> Ann to prepare wording for NIH task order to include options for running live virus 
neutralization assay to include the estimate of the number of samples to be tested 
> 
> 
> Notes 


(b) G). &) @) 


Thanks, 
Nicole 


Nicole Kilgore, MS, PMP 

Deputy Joint Project Manager 

JPM CBRN Medical 

Aned Freedman Dr, Fort Detrick, MD 21702 
Ph- 

cell- (b) © 

Fax-_ 301-619-7230 

email - (b) 6) 


VVVVVV VY VVVV VV" 


CLASSIFICATION: UNCLASSIFIED 


COLL0000015462-2515290 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 6/1/2020 3:48:46 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: FW: an interesting article 

Attachments: SECURE-IBD 2020-05{1].pdf 


FY! 


From: Draghia Akli, Ruxandra [JRDUS] < (b) (6) 
Sent: Sunday, May 31, 2020 3:55 PM 

To: Collins, Francis (NIH/OD) [E] < ob) © 
Subject: an interesting article 


Dear Francis — hope that this email finds you well (while of course hyper-busy in the current context). | would 
like first to thank you for the great interactions with the group in ACTIV. Stacey is doing a fantastic job (best in 
the many of this type of settings), and everyone is truly engaged. 

Secondly, as we are still waiting for the clinical trial network to be established for the immunomodulatory 
molecules (while the neutralizing monoclonal antibodies have partially “cannibalized” the attention ©), there 
is some real world evidence on anti-TNFs, which explains why we are very much looking forward to starting 
the trial as soon as possible. 


Some points for consideration: 
0) @) 


Looking forward to chat soon. Have a great weekend! 


Kind regards, Ruxandra 


Ruxandra Draghia-Akli, MD, PhD 


janssen J Gohmwon-djlonacn 


COLL0000020582-2515291 


o)© 


www. janssen.com 


dual or entity named in 
re, copying, distribution, o reiance upon the contents of this e- 
the sender, so that Johnson & johnson can arrange for proper delivery, 


COLL0000020582-2515291 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 


Sent: 5/29/2020 1:31:49 AM 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Jim Neaton 
0) © Jens Lundgren [ o)© Eric Hughes [ (OO) Read, 
Sarah (NIH/NIAID) (€] [ b) 6) Higgs, Elizabeth (NIH/NIAID) [E] [ (b) (6) Kozak, Marina 
(OS/ASPR/BARDA) [ oOo Patterson, Amy (NIH/NHLBI) [E] [ ob) © Aggarwal, 
Neil (NIH/NHLBI) [E] [ (b) (6) ]; Reineck, Lora (NIH/NHLBI) [E] [ (b) (6) Judy Currier 
(b) (6) Bozzette, Sam (NIH/NCATS) [E] [ (b) (6) LaVange, Lisa M 
(b) (6) Karen Lynn Price [ (b) (© Woodcock, Janet (FDA/CDER) 
(OO) Stein, Peter (FDA/CDER) [ ob) © Carlos O Garner 
[ ) © Bugin, Kevin (FDA/CDER) [ bo) © Marks, Gilbert (OS/ASPR/BARDA) 
(cTR) [ () (6) Farley, John (FDA/CDER) [ (b) 6) Miller, Marissa A (NIH/NHLB1) 
EI (b) 6) Rachel Harrigan [ (b) (6) William Erhardt 
[ (b) (6) (b) © Gelijns, Annetine (b) (6) ; 
Moskowitz, Alan | 0) © Ab Babiker [ (b) 6) Cavan, Reilly 
(b) ©) Phillips, Andrew ( (b) (6) [ ) © Birgit Grund 
(b) (6) Neaton, Jim [ 0) © Joe Koopmeiners [ (b) ©) David Vock 
(b) (6) Thomas Murray [ ob) © Max Parmar [ (b) (6) Mark Polizzotto 
(b) (© Ginny Kan [Virginia. (b) (6) _Lane, Cliff (NIH/NIAID) [E] 
(b) 6) Roger Paredes | &) (6) &) ©) (b) (6) 
(b) 6) (b) (6) (b) (6) Rosenberg, Yves (NIH/NHLBI) [E] 
(b) (6) J; Emilia. (b) (6) (b) 6) Joan Butterton 
(b) (6) Baker, Jason [ (b) (6) 
cc: Chen, Helen Q. [ (OO) Demarcus [ 0) © Tountas, Karen (FNIH) [T] 
(b) (6) Wachtel, Jonathan [ (b) (6) Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Salathin, Carla 
(b) (6) Rose Li Central Account [ (b) (6) Lucas Smalldon 
(b) (6) Dana Carluccio [ (b) (6) Bagiella, Emilia 
(b) 6) 
Subject: ACTIV-3 Writing Team and mAb Steering Committee Joint Meeting 
Attachments: ACTIV_TX-Clinical_ACTIV-3 mAb Steering Committee Meeting Agenda_20200605.pdf 
Location: https://fnih.zoom. (b) 6) 
Start: 6/5/2020 3:30:00 PM 
End: 6/5/2020 4:30:00 PM 


Show Time As: Busy 


Required Jim Neaton; Jens Lundgren; Eric Hughes; Read, Sarah (NIH/NIAID) [E]; Higgs, Elizabeth (NIH/NIAID) [E]; Kozak, Marina 

Attendees: (OS/ASPR/BARDA); Patterson, Amy (NIH/NHLBI) (E]; Aggarwal, Neil (NIK/NHLBI) (E]; Reineck, Lora (NIH/NHLBI) [E]; 
Judy Currier; Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Lisa LaVange; Karen Lynn Price; Woodcock, Janet 
(FDA/CDER); Stein, Peter (FDA/CDER); Carlos O Garner; Bugin, Kevin; Marks, Gilbert (OS/ASPR/BARDA) (CTR); Farley, 
John (FDA/CDER); Miller, Marissa A (NIH/NHLBI) [E]; Rachel Harrigan; William Erhardt; 


(b) (6) Gelijns, Annetine; Moskowitz, Alan; Ab Babiker; Cavan, Reilly; Phillips, Andrew 
( (b) (6) Birgit Grund; Neaton, Jim; Joe Koopmeiners; David Vock; Thomas Murray; Max Parmar; 
Mark Polizzotto; Ginny Kan; Lane, Cliff (NIH/NIAID) [E]; Baker, Jason; Roger Paredes; (6) © 
© © (XO) M (ONO) (&)@ Rosenberg, Yves 
(NIH/NHLBI) [E]; 0) 6 ) © 
Optional Chen, Helen Q.; Demarcus; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Parker, Ashley (NIH/OD) [E]; Salathin, 


Attendees: Carla; Rose Li Central Account; Lucas Smalidon; Dana Carluccio; Bagiella, Emilia 


Dear mAb Steering Committee and ACTIV-3 Writing Team, 


APAR0000019626-2515293 


Please find attached the agenda for tomorrow. The ACTIV-3 team is diligently working to incorporate the feedback from 
today into the latest version of the protocol outline. Once they circulate this latest version | will send to this group 


tomorrow for review. 


Thanks, 
Stacey 


Join Zoom Meeting 
https://fnih.zoom.us/ (OTC) 


Meeting ID: (b) ©) 
Password: (b) (6) 
One tap mobile 
&) © US (Chicago) 
US (New York) 


Dial by vour location 
(OXO) US (Chicago) 

US (New York) 

US (Germantown) 

US (Tacoma) 

US (Houston) 

US (San Jose) 

US (San Jose) 

Meeting ID: 6) © 

Password: (b) (6) 

Find your local number: https://fnih.zoom.u (b) (© 


APAR0000019626-2515293 


Sent: 5/15/2020 12:57:02 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d3175626934585b3692a1823c1b522-mylesr]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Allen-Gifford, Patrice (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=67262490d6d441b48efec1aff0700250-allengiffor]; Wooldridge, Shannon 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=385b0c281f104789873e956dc9 1b7c06-burdense]; Pollock, Rachel (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4887cb3513e242dfa7d2df712dcec6d6a-pollockrc] 

Subject: RE: Time sensitive: Making your ACTIV Participation Public 


Hi Renate, 


I've added the emails below but we have a major version control issues. I’ve been working with Cheryl to receive 
updates and did not have Sylvia Collins, Beth Bell and Jonathan Seals and apparently they are listed on a separate list the 
FNIH communications team is tracking and was added later on yesterday. 


We can send follow up emails to everyone except for those three — they will need to be contacted. Moving forward, it 
may be best for you to receive updates from the communications team — FNIH is managing multiple spreadsheets one 
for the emails Cheryl is managing to schedule meetings and a separate list for the communications office. 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


(b) (6) 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S. Food and Drug Administration 

(b) (6) 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


(&) (6) 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 

b) © 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 

(b) (6) 


David Payne, Ph.D. 


Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


APAR0000028947-2515294 


(b) 6) 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research Institute of Infectious Diseases 


(b) 6) 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


(b) 6) 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


(b) (6) 


Frank Stegmeier, Ph.D. 
Chief Scientific Officer 
KSQ Therapeutics 

(b) ©) 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 


U.S. Food and Drug Administration 
(b) (6) 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 

Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 
(b) 6) 


John Farley, M.D., M.P.H. 

Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


(b) 6) 


Elliot Levy, M.D. 
Senior Vice President, Global Development 
Amgen 


(b) 6) 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 

(b) ©) 


APAR0000028947-2515294 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 

0) © 


Peter Stein, M.D. 

Director of Office of New Drugs 

Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 


b) 6) 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 

) © 


Emilio Emini, Ph.D. 

Director, TB & HIV Program 

Bill & Melinda Gates Foundation 
(b) (6) 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 


(b) (6) 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


&) 6) 


Nancy Messonnier, M.D. 


Director, Center for the National Center for Immunization and Respiratory Diseases 


Centers for Disease Control and Prevention 


(b) 6) 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Myles, Renate (NIH/OD) [E] < ) © 

Sent: Friday, May 15, 2020 7:53 AM 

To: Collins, Francis (NIH/OD) [E] < 6) © 

Ce: Allen-Gifford, Patrice (NIH/OD) [E] < o) © 

< ) (© Wooldridge, Shannon (NIH/OD) [E] < 
(El< (b) (6) 


Subject: FW: Time sensitive: Making your ACTIV Participation Public 


Hi Francis: 


Parker, Ashley (NIH/OD) [E] 


©) © 


Pollock, Rachel (NIH/OD) 


APAR0000028947-2515294 


Below is the list of 23 vpeople who have not yet responded to your email. | cross referenced these names with the email 
list that Ashely sent and pulled addresses from that list. | didn’t find emails for a number of these people, but | know 
there was a second round that went out using emails | don’t have. Hoping Ashley can provide the missing emails. 


0) ©) 


Ralph Baric, Ph.D. 

William R. Kenan, Jr., Distinguished Professor, Department of Epidemiology 
Professor, Department of Microbiology and Immunology 

University of North Carolina, Gillings School of Global Public Health 


Damon Deming, Ph.D. 
Virologist, Division of Antiviral Products, Office of New Drugs 
U.S, Food and Drug Administration 


Greg Gatto, Ph.D. 
Drug Development Regulatory Project Leader 
RTI International 


Jay Grobler, Ph.D. 
Director, Infectious Disease Biology 
Merck & Co., Inc. 


Cat Lutz, Ph.D. 
Senior Director, Mouse Repository & In Vivo Pharmacology, Rare and Orphan Disease Center 
The Jackson Laboratory 


David Payne, Ph.D. 
Vice President & Head, Medicine Opportunities Research Unit 
GlaxoSmithKline 


Louise Pitt, Ph.D. 
Director, Center for Aerobiological Sciences 
United States Army Medical Research |nstitute of Infectious Diseases 


Srinivas Rao, DVM, Ph.D. 
Global Head, Translational In Vivo Models Global Research Platform 
Sanofi 


Jay Rappaport, Ph.D. 

Professor of Microbiology and Immunology 
Director and Chief Academic Officer 

Tulane University National Primate Research Center 


Frank Stegmeier, Ph.D. 


Chief Scientific Officer 
KSQ Therapeutics 


APAR0000028947-2515294 


Sylva Collins, Ph.D. 
Director, Office of Biostatistics 
U.S. Food and Drug Administration 


Judith Currier, M.D. 

Professor of Medicine 

University of California Los Angeles 

Division of Infectious Diseases 

Chair, AIDS Clinical Trial Group (ACTG) 
&) 6) 


John Farley, M.D., M.P.H. 
Director, Office of Infectious Diseases 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 

(b) ©) 


Elliot Levy, M.D. 
Senior Vice President, Global Development 
Amgen 

(b) ©) 


Lionel Bascles, Ph.D. 
Senior Vice President, Global Head of Clinical Sciences & Operations 
Sanofi 


(b) (6) 


Carlos Garner, Ph.D. 
Vice President, Global Regulatory Affairs 
Eli Lilly and Company 

() (6) 


Peter Stein, M.D. 
Director of Office of New Drugs 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 
(b) (6) 


Beth Bell, M.D., MPH 
Clinical Professor, Global Health 
University of Washington 


Emilio Emini, Ph.D. 
Director, TB & HIV Program 
Bill & Melinda Gates Foundation 


(b) 6) 


Kathrin Jansen, Ph.D. 
Senior Vice President and Head of Vaccine Research and Development 
Pfizer 

) ©) 


APAR0000028947-2515294 


Antonio Lanzavecchia, M.D. 

Senior Vice President and Senior Research Fellow 

Vir Biotechnology, Inc. 

Director, Institute for Research in Biomedicine, Bellinzona, Switzerland 


(b) (6) t 


Nancy Messonnier, M.D. 
Director, Center for the National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 

) © 


Jonathan Seals, Ph.D. 
Director, Strategic Science and Technology 
Biomedical Advanced Research and Development Authority 


From: Collins, Francis (NIH/OD) [E] (b) (6) 

Sent: Thursday, May 14, 2020 11:00 AM 

To: Collins, Francis (NIH/OD) [E] (b) (6) 

Ce: Myles, Renate (NIH/OD) [E] (&) (6) ; Meltzer, Abbey (FNIH) [T] (OT) ; Wholley, David 


(FNIH) [7] (b) 6) 
Subject: Time sensitive: Making your ACTIV Participation Public 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 


APAR0000028947-2515294 


From: 


Sent: 
To: 


cc; 


Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SO01AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 
2/3/2021 2:25:23 PM 


) ( Rao, Srinivas [ 0) (6 0) © Hild, Sheri (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; (b) (6) 

(b) © 0) © 0) © (b)@ —_Baric, Ralph 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; 

(b) (6) Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae4 15aa3d85ac09cb7 6f85-DEMINGD.fda]; 

(b) (6) (b) (6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=3062244466140faa9SaaaafeO6ebd70-parkeras]; 
ken.duncan@gatesfoundation.org; Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9 146ef90116c4311¢6f3ee-Peter.Adams]; Qashu, Felicia 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Tomas Cihlar 
) (6) Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA) [ (b) (6) 

Punturieri, Antonello (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cbSe933c6ee7a6bc7-punturieria]; Charette, Marc 
(NIH/NHLBI) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf]; Fessel, Josh (NIH/NHLBI) 
(E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; Isis. (b) (6) 
(b) (6) 
0) © Diamond, Michael [ (b) (6) Nancy Haigwood 
[(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d8469 1ac0a530e4ba6cebS-haigwoon.oh]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Rodriguez, Robin D [ (b) © (b) (6) Wholley, David (FNIH) (T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 
») (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153b5daa9d99ad4ec90-EricHughes]; Jansen, Kathrin 
(b) (6) Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1 e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 


GADB0000004011-2515295 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; Kim, 


Elizabeth [ (b) ©) Tolman, Brett [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Wachtel, Jonathan (b) (6) ]; Prabhavathi 
Fernandes [ (OO) Rose Li [ (OLO} Dana Carluccio 


(b) (©) Lagos, Enrique (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=2e9041ab27204d83b06752f67a44b0d1-lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Simon, Dina (NIH/OD) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3daS8bc1ac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e45144a299b318030c31f6-shawcy]; Dave Frankowski 

) © ]; antoinette_baric [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userb6b844cf]; Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe47 39478bb17840c569027 18a-lowyd]; 
Florence, Clint (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Stratton, Benjamin 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188]; 
Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Anderson, James 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Hawk, Harrison 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8]; 
Mason, Stephen [ (b) (©) Connelly, Sarah [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab]; Lumsden, Joanne (NIH/NCATS) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm]; K C Kent Lloyd 
[ (b) ©) (b) 6) 

Subject: FW: Will you be attending the COVID-19 One Year Later Keystone eSymposia? 


Dear All, 
Sheri thought there might be some interest in this symposium. 


Joe 


From: Hild, Sheri (NIH/OD) [E] < (b) (6) 

Sent: Wednesday, February 3, 2021 8:17 AM 

To: Menetski, Joseph (FNIH) [T] < 0) 6 

Subject: FW: Will you be attending the COVID-19 One Year Later Keystone eSymposia? 


Joe, Sharing this message announcing a symposium that may be of interest to the preclinical ACTIV group. Sheri 


From: Mark Lawrence < 0b) © 
Sent: Wednesday, February 3, 2021 8:07 AM 
To: Hild, Sheri (NIH/OD) [E] < (OO) 


Subject: Will you be attending the COVID-19 One Year Later Keystone eSymposia? 


Dear Dr. Hild, 


GADB0000004011-2515295 


We are approaching the one-year mark of this pandemic and the Keystone symposia is hosting a virtual 
conference to reflect on the COVID-19 progress to date. Sessions will discuss the current state of the crisis, 
what has been accomplished and what lessons must be taken away to prevent future outbreaks, opening with 
keynote speaker Dr. Anthony Fauci. 


SCIREQ’s focus has been on adapting to the emerging SARS-CoV-2 research trends, including new hamster 
models and BSL-3 compatibility. We look forward to learning more about the pathogenesis and immune 
responses, along with which research avenues are needed to further understand this novel disease. Research is 
moving at an unprecedented pace with true global sharing. Every day studies offer new insights and we 
wanted to highlight a few recent publications: 


¢ SARS-CoV-2 infection of human ACE2-transgenic mice causes severe lung inflammation and impaired function 
o Winkler et al. (2020) set out to evaluate transgenic mice (hACE-2) using the flexiVent. Their respiratory 
mechanics measurements suggest that the virus infection in these mice mainly impacts the alveoli and 
lung parenchyma rather than the conducting airways. This is consistent with the measurements of 
pulmonary function in patients with COVID-19. 
e E-cigarette-induced pulmonary inflammation and dysregulated repair are mediated by nAChR a7 receptor: 
role of nAChR a7 in SARS-CoV-2 Covid-19 ACE2 receptor regulation 
o Wang et al. (2020) hypothesized that sub-chronic e-cig exposure using the inExpose induces 
inflammatory response and dysregulated repair/extracellular matrix (ECM) remodeling, They found 
increases in macrophages and T-lymphocytes including increased pro-inflammatory cytokines in BALF 
and upregulated SARS-Cov-2 ACE2 receptor. 
¢ Loss of furin cleavage site attenuates SARS-CoV-2 pathogenesis 
o Johnson et ai, (2021) set out to explore if the furin cleavage site found in SARS-CoV-2 contributes to 
the disease's infection and pathogenesis. They created a mutant strain of the virus without the furin 
cleavage site and infected K18-hACE2 expressing mice. The data obtained with the flexiVent showed 
that the mutated strain had reduced viral pathogenesis and mild changes in pulmonary mechanics in 
the subjects. These results highlighted the importance of the furin cleavage site in understanding the 
pathogenesis and infection of SARS-CoV-2. 


Join us in attending this retrospective virtual conference and share in the latest updates about COVID-19! 


Kind regards, 


Mark 


Mark LAWRENCE PH.D. Montréal, QC Canada 
Application Specialist Tel: ob) © 
SCIREQ - an emka TECHNOLOGIES company 


GADB0000004011-2515295 


Fax: (514) 286-1627 


Toll Free: + (b) (6) 
SCIREQ - Scientific Respiratory Equipment 
emka TECHNOLOGIES - Cardiovascular, Respiratory, Neurology, Safety Pharmacology & Toxicology 


emka TECHNOLOGIES | SCIREQ Inc. Paris, France | Sterling, USA; Montreal, Canada 


Update your email preferences or unsubscribe. 
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From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 


Sent: 5/21/2020 1:29:07 PM. 
To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; 
(b) 6) Lowy, Douglas (NIH/NCI) [E] [ (OO) 1; (b) © 
Arvin, Ann [ ) (6) Beth Bell ( 6 [ &) © 
(&) ©) Cavaleri Marco [ &) ©) ) ©) 
(b) © 0) © Greg Glenn [ (b) 6) 
(&) (6) Haynes, Barton [ (b) 6) (b) ©) (b) 6) 
Marks, Peter (FDA/CBER) | o) © Mascola, John (NIH/VRC) {E] [ &) © 
Messonnier, Nancy (CDC/DDID/NCIRD/OD) [ () 6) Michael, Nelson L CIV USARMY MEDCOM WRAIR 
(USA) () 6) Offit, Paul [ &) 6) Seals, Jonathan (OS/ASPR/BARDA) 
(&) 6) ) ©) Tal Zaks [ 0) © LOK) 
cc: Tolman, Brett [ (b) (6) (b) (6) Hopps, Markay [ ob) © 
Kozlowski, Mary (NIH/NCI) [C] [ (b) (6) Johnson, Maureen (NIH/NCI) [E] 
(b) (6) (b) (6) Jeneffer Haynes | (b) (6) ] 
b) © (b) (6) (b) 6) Austin, Sarah (NIH/NIAID) [E] 
(b) (6) gov); bo) 6 Isabel Ramsey [ (b) (6) Parker, 
Ashley (NIH/OD) [E] [ (b) (6) Marston, Hilary (NIH/NIAID) [E] [ (b) (6) ]; Qashu, 
Felicia (NIH/OD) [€] (b) ©) ; Culp, Michelle (NIH/OD) [E] [ (b) (6) Gadbois, Ellen 


(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Wholley, David (FNIH) [T] 


(b) (6) Melencio, Chery! (FNIH) [T] [ (b) (6) Menetski, Joseph (FNIH) [T] 
[ (b) (6) Adam, Stacey (FNIH) [T] [ 0) (6 Tountas, Karen (FNIH) [T] [ ) © 
James, Stephanie (FNIH) [T] | (b) (6) Colvis, Christine (NIH/NCATS) [E] [ ob) © iH 
Desrosiers, Betsy [ (b) 6) Kurilla, Michael (NIK/NCATS) [E] [ (b) (6) 
Read, Sarah (NIH/NIAID) [E] [ (bv) (6) Young, John [ (b) ©) Paul Gillard 
(b) (6) Hamilton, Holli (OS/ASPR/BARDA) [ (b) (6) Modjarrad, Kayvon CIV 
USARMY MEDCOM WRAIR (USA) [ 0b) 6 Kathleen Neuzil [ (b) (6) 


Schrag, Stephanie (CDC/DDID/NCIRD/DBD) [ (b) (©) Verani, Jennifer R. (CDC/DDID/NCIRD/DBD) 
(b) (6) Thornburg, Natalie (CDC/DDID/NCIRD/DVD)[ —_(b) (6) Gonzalez, Nina 


(b) 6) Wachtel, Jonathan | b) (6) Stratton, Benjamin 
(b) (6) Anderson, Margaret [ ov) © (b) © 
(b) (6) Bethany Stokes [ (b) (6) Arvin, Ann 
(b) 6) Biggerstaff, Matthew (CDC/DDID/NCIRD/ID) | (b) (© Cohen, Myron 
(b) © (b) (6) .com; Erbelding, Emily (NIH/NIAID) [E] [ 0) © 
(b) (6) (b) 6) Gruber, Marion (FDA/CBER) [ (b) 6) 
(b) (6) (b) (6) Ledgerwood, Julie (NIH/NIAID) [E] 
6) © OO) Marovich, Mary (NIH/NIAID) [E] [ 6) © ); 
(b) 6) OO) Laurent Humeau [ ob) © 


oo Cheryl Keech [ oo Hughes, Eric [ OO) 
Denny, Joshua (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cdb4626dabbb45aa8b8e5d21169344e6-dennyjc} 


Subject: ACTIV Vaccines Working Group meeting 

Location: Webex: https://nih.webex.com/nih (b) (6) 
Start: 5/28/2020 6:00:00 PM 

End: 5/28/2020 7:00:00 PM 


Show Time As: Busy 


Required (b) (© Lowy, Douglas (NIH/NCI) [E]; (OO) Arvin, Ann; Beth Bell 
Attendees:  ( &) © &) © Cavaleri Marco; (b) (6) 
ob) © 0) © Greg Glenn; 0) © Haynes, 


GADB0000004265-2515296 


Optional 
Attendees: 


Join Webex mee 
Meeting number (acc 


Barton; ——_(b) (6) (b) (6) Marks, Peter (FDA/CBER); Mascola, John (NIH/VRC) [E]; 
Messonnier, Nancy (CDC/DDID/NCIRD/OD); Michael, Nelson L CIV USARMY MEDCOM WRAIR (USA); Offit, Paul; 


(oxo) Seals, Jonathan (OS/ASPR/BARDA); 0) © Tal Zaks 
Tolman, Brett; (&) ©) Hopps, Markay; Kozlowski, Mary (NIH/NCI) [C]; Johnson, Maureen 
(NIH/NCI) [E]; [OLO} Jeneffer Haynes; (Ol) (b) (6) 


(b) (6) Austin, Sarah (NIH/NIAID) [E]; oo Isabel Ramsey; Parker, 
Ashley (NIH/OD) [E]; Marston, Hilary (NIH/NIAID) [E]; Qashu, Felicia (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; 
Gadbois, Ellen (NIH/OD) [E]; Wholley, David (FNIH) [T]; Melencio, Chery! (FNIH) [T]; Menetski, Joseph (FNIH) [T]; 
Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; James, Stephanie (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; 
Desrosiers, Betsy; Hughes, Eric; Kurilla, Michael (NIH/NCATS) [E]; Read, Sarah (NIH/NIAID) [E]; Young, John; Paul 
Gillard; Hamilton, Holli (OS/ASPR/BARDA); Modjarrad, Kayvon CIV USARMY MEDCOM WRAIR (USA); Kathleen Neuzil; 
Schrag, Stephanie (CDC/DDID/NCIRD/DBD); Verani, Jennifer R. (CDC/DDID/NCIRD/DBD); Thornburg, Natalie 
(CDC/DDID/NCIRD/DVD); Gonzalez, Nina; Wachtel, Jonathan; Stratton, Benjamin; Anderson, Margaret; 


(b) (6) On) Bethany Stokes; Ann Arvin; Biggerstaff, 
Matthew (CDC/DDID/NCIRD/ID); Cohen, Myron; Denny, Joshua (NIH/OD) [E]; ' () ©. Erbelding, 
Emily (NIH/NIAID) [E]; ' (b) (6) ' (Oxo) Gruber, Marion (FDA/CBER); 
1 (b) (6) 1 (b) (6) Ledgerwood, Julie (NIH/NIAID) [E]; 
' () (6) Marovich, Mery (NIH/NIAID) [E];' (bd) (6) ' 0) © 
‘Laurent Humeau'; ) © Cheryl Keech 


(b)(6) Meeting password: (b) 6) 


Join from a video system or application 


Dial (0) © 


@nih.webex.com 


You can also dial (b) (6) and enter your meeting number. 


Join by phone 
Tan to call in from @ mobile device (attendees on! 


Call-in toll number (US/Canada) 


Global call-in numbers 


Join using Microsoft Lync or Microsoft Skype for Business 


Dial 


Can't 


If you are a host, gc 


) © 


Ye. Meeting? 


1G.webex.com 


e to view host information. 


i sessinn ty de Tee. e ai matter By 2 ston, you automatic 
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From: 


Sent: 
To: 


cc: 


Subject: 
Location: 


Start: 
End: 
Show Time As: 


Required 
Attendees: 


Optional 
Attendees: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

4/16/2020 10:28:42 PM 

Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 


cay 0) © Butterton, Joan [ (oxo) Collins, Syiva (FDA/CDER) 

) (© J; Judy Currier [ (b) (6) De Claro, R. Angelo (FDA/CDER) 
[ (b) (6) Mark Eisner [ (b) (©) Keith Gottesdiener 
[ (b) © Eric Hughes [ (b) (6) LaVange, Lisa M () © 
Sandeep Menon [ (b) ©) Amanda Peppercorn [ (b) 6) 
Proschan, Michael (NIH/NIAID) [E] [ () ©) Read, Sarah (NIH/NIAID) [E] [ (b) (6) 
Amanda Peppercorn [ ob) © Price, Dionne (FDA/CDER) [ (b) (6) 
Rubin, Daniel B. (FDA/CDER) [ (b) 6) Shen, Yuan Li (FDA/CDER) (b) (6) 
Farley, John (FDA/CDER) | 0) 6) Elliott Levy [ 0) 6) 
Mary Biggs [ (b) (©) Demarcus [ (b) (©) Macone, Erin | (b) (6) 
Tountas, Karen (FNIH) [T] (b) 6) ]; Wachtel, Jonathan [ ) © Elizabeth Kim 
[ (b) (6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras]; Rose Li Central Account 

(b) (6) ; Lucas Smalidon [ 0b) © Butcher, Tina 

[ (b) (6) Wholley, David (FNIH) [T] (bv) 6) ; Melencio, Cheryl (FNIH) [T] 
[cmelencio@fnih.org]; Wung, Peter /US [ (b) (6) 
ACTIV Therapeutics-Clinical Master Protocol Subgroup - Meeting #4 
https://fnih.zoom. ob) 6 
4/23/2020 6:00:00 PM 
4/23/2020 7:00:00 PM 
Busy 


Bozzette, Sam (NIH/NCATS) [E]; Joan Butterton; Collins, Sylva (FDA/CDER); Judy Currier; De Claro, R. Angelo 
(FDA/CDER); Mark Eisner; Keith Gottesdiener; Eric Hughes; Lisa LaeVange; Elliott Levy; Sandeep Menon; Amanda 
Peppercorn; Proschan, Michael (NIH/NIAID) [E]; Read, Sarah (NIH/NIAID) [E]; Amanda Peppercorn; Price, Dionne 
(FDA/CDER); Rubin, Daniel B. (FDA/CDER); Shen, Yuan Li (FDA/CDER); Farley, John (FDA/CDER) 

Mary Biggs; Demarcus; Macone, Erin; Tountas, Karen (FNIH} [T]; Wachtel, Jonathan; Elizabeth Kim; Parker, Ashley 
(NIH/OD) [E]; Rose Li Central Account; Lucas Smalldon; Butcher, Tina; Wholley, David (FNIH) (T]; Melencio, Cheryl 
(FNIH) [T]; Wung, Peter /US 


Dear TX-Clinical Master Protocol Subgroup, 


This will be our 4" meeting. We will update with materials closer to the mecting. 


Thanks, 


Stacey 


Join Zoom Meeting 
https://fnih.zoom. 0) 6) 


Meeting ID: 


b) ©) 


Password: (b) (6) 
One tap mobile 


ob) © US (Chicago) 
US (New York) 


APAR0000028662-2515297 


Dial by your location 
(©) (6) US (Chicago) 

US (New York) 

US (San Jose) 

US 

US 

US (Houston) 

US (San Jose) 

Meeting ID: 0) ©) 

Password: (b) (6) 

Find your local number: https://fnih.zoom.us/ 


&) 6) 


APAR0000028662-2515297 


From: 


Sent: 
To: 


cc: 


Connelly, Sarah [ (b) (6) 

10/27/2020 11:12:27 PM 

Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427e23d34f1e072f8cb7-menetskijp]; 


(b) (©) (b) (6) Hild, Sheri (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; 
(b) (6) (b) (6) (b) 6) (b) 6) 


») (6) Baric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; 

(b) (6 Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingereal]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae4 15aa3d85ac09cb7 6f85-DEMINGD.fda]; 

(b) (6) ob) © () 6) Parker, Ashley (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 

») (6) Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
[ OC) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Tomas Cihlar 

) ©) Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA) [ () (6) 
Punturieri, Antonello (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24bScb5e933c6ee7a6bc7-punturieria); Charette, Marc 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf]; Fessel, Josh (NIH/NHLBI) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; (b) 6) 
(b) 6) Wholley, David (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Desrosiers, Betsy 

(b) (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153b5daa9d99ad4ec90-EricHughes]; Jansen, Kathrin 

(b) (6) Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Lowy, Douglas (NCI) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc695265'80-santosmr]; Adam, Stacey (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Prabhavathi Fernandes 
6) © Diamond, Michael [ 6) © Rose Li 


GADB0000002095-2515298 


[ 0) © Dana Carluccio [ 0b) © Lagos, Enrique (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 
(b) (6) ; Dave Frankowski [ (b) (6) Baric, Toni C 

[ (b) ©) Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c569027 18a-lowyd); Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d84691ac0aS30e4ba6cebS -haigwoon.oh]; Gadbois, Ellen 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Anderson, James 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonim]; Hawk, Harrison 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8); 
Mason, Stephen (b) 6) 

Subject: RE: ACTIV Preclinical full working group 


Dear Preclinical Working Group Members, 


Please see below for the agenda for tomorrow’s meeting at 10:00 AM ET. If you have any questions or items to add, 
please let us know. 


Agenda Topic Curation Facilitator 
HSPD-21 (National Strategy for Public Health and Medical Preparedness) - Updates: 15 mins Prabha Fernandes 
Joe Menetski 
Preclinical WG Planning Exercise - Working Group Updates 25 mins John Young. 
Christine Cobis 
Discuss Sub Group updates John Young: 
© Precfinical prioritization Nancy Haigwood 
© Invivo strategy sanaw Clint Florence 
NHP field guide Cat Lutz 
Small animel model field guide {sis Kanevsky 
© — Data portal impiementation Sam jonson: 
Joe Menetski 
Align on action items and next steps: Smins Sarah Connelly 


Looking forward to talking to everyone tomorrow! 


All the best, 
Sarah 


Sarah Connelly, PhD 

Deloitte Consulting, LLP 

Tel/Direct: +% 0) © 
m 


www.deloitte,. col 


Original Appointment 
From: Menetski, Joseph (FNIH) [T] < (OLO) 
Sent: Friday, October 2, 2020 2:19 PM 


GADB0000002095-2515298 


To: Menetski, Joseph (FNIH) [T]; (O10) 0) © Hild, Sheri (NIH/OD) [E]; 


o)© 
(b) 6) ; Baric, Ralph; 0) © ; Ottinger, Elizabeth (NIH/NCATS [E]; Colvis, Christine 
(NIH/NCATS) [E]; Hewitt, Judith (NIH/NIAID) [E]; Deming, Damon (FDA/CDER); (b) (6) 
(b) (6) Parker, Ashley (NIH/OD) [E]; Collins, Francis (NIH/OD) [E]; 

(b) 6) ; Adams, Peter (OS/ASPR/BARDA); Rao, Srinivas; Qashu, Felicia (NIH/OD) [E]; Tomas 
Cihlar; Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA); Punturieri, Antonello (NIH/NHLBI) [E]; Charette, Marc 
(NIH/NHLBI) [E]; Fessel, Josh (NIH/NHLBI) [E]; 0) (©) 
Ce: (b) ©) 4 0) © Wholley, David (FNIH) [T]; Austin, Christopher 


(NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Desrosiers, Betsy; Eric Hughes; Jansen, Kathrin; Kurilla, Michael 
(NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; 
Adam, Stacey (FNIH) [T]; James, Stephanie (FNIH) [T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, 
Jonathan; Prabhavathi Fernandes; Diamond, Michael; Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, 
Samantha (NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina (NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, 
Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas (NIH/NCI) [E]; Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; 
Stratton, Benjamin; Gadbois, Ellen (NIH/OD) [E]; Anderson, James (NIH/OD) [E]; Hawk, Harrison; Mason, Stephen; 
Connelly, Sarah 

Subject: ACTIV Preclinical full working group 

When: Wednesday, October 21, 2020 10:15 AM-11:00 AM (UTC-05:00) Eastern Time (US & Canada). 

Where: https://fnih.zoom. (b) (6) 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


h sf (b) 6) 
MeetingID: — (b) (6) 
Passcode: (b) (6) 
One tap mobile 
(b) (6) US (Germantown) 
US (Chicago) 


Dial by your location 
)© US (Germantown) 

US (Chicago) 

US (New York) 

US (San Jose) 

US (San Jose) 

US (Tacoma) 

US (Houston) 

Meeting ID: (b) (6) 

Passcode: (b) (6) 

Find your local number: https://fnih.zoom. (b) (6) 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
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any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 

Sent: 7/9/2020 1:24:28 AM 
To: Jacqueline Kirchner [ (b) ©) Levy, Elliot [ (b) (6) Beigel, John (NIH) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=492ae062f7d74e3cbd894e30160869f0-jbeigel]; Phillips, L Revell CIV DTRA RD 
(USA) © Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiges]; Menon, Sandeep 
[ (b) (6) Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 
Ruxandra | (b) (6) .com]; Eisner, Mark [ (OO) Gottesdiener, Keith 
keith. (b) (6) Hughes, Eric (b) 6) ; Judy Currier 

‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Kim, Elizabeth 
0) (6 LaVange, Lisa [ ob) © Mellors, John W [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Patel, Naimish 
[ (b) 6) Peppercorn, Amanda [ (b) (6) Poole, Mike 
(b) (6) Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65{80-santosmr]; Shen, Yuan Li (FDA/CDER) 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu. fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d740f8a8cdd55cbf8eb9da-Tim.Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8'588067 140fe988f0832c2387725-Sylva.Colli]; Amanda Peppercorn 

(b) (©) Garner, Carl ovo) © Koroshetz, Walter (NIH/NINDS) [E} 

‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Timothy Burgess 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=52e5e03dcbc847709eaab64457efaS7e-TimothyBurg]; Reineck, Lora 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla); Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce971eefec944a68294addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
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(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9eS098-mculp]; Petrovick, Martha - 0449 - 
MITLL [ o) © o) © 

ice Anderson, Margaret [ () ©) Colvis, Christine (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 
[ (b) (6) Jansen, Kathrin [ OO) Kurilla, Michael (NIH/NCATS) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dc4e8506 1e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Young, John 

(b) (6) Biggs, Mary [ ob) © Butcher, Tina [ (b) (6) 
Demarcus [ (b) ©) Macone, Erin [ oo Melencio, Cheryl (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 

() ( Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e07 2f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 


(b) (6) Tolman, Brett [ () (© Alvarez, Rosa [ 0b) © 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Dana Carluccio [ oo) © Rose 
Li Central Account [ (b) (6) Lucas Smalldon [ ) © Stratton, 
Benjamin [ (b) (6) (b) (6) Mollica, Linda /US [Linda.Mollica@sanofi.com]; 


Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41eS-qashufm]; Patterson, Amy 
(NIH/NHLBI) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3 191d65bb70f-pattersa]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Chen, Helen Q. 

[ (b) (6) Wung, Peter /US [ (b) © Hoots, W. Keith (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fcS9262c6c2eca59d4c-hootswk]; Groesch, Mary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9bf499383186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107 bd0ce27715-shippal; Kindzelski, Andrei 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8bda5194bdca4d2594626f6313d2db5c-kindzelskia]; Hone, David M (Dave) 


CIV DTRAJ9 (USA) [ ) © 
Subject: ACTIV Therapeutics-Clinical Working Group Meeting 
Attachments: ACTIV_TX-Clinical_Working Group Meeting Guide_20200709.pdf 
Location: https://fnih.zoom.us/ (b) © 
Start: 7/9/2020 5:00:00 PM 
End: 7/9/2020 6:00:00 PM 


Show Time As: Tentative 


Recurrence: Weekly 
every Thursday from 1:00 PM to 2:00 PM 
Required Jacqueline Kirchner; Levy, Elliot; Beigel, John (NIH) [E]; Phillips, L Revell C1V DTRA RD (USA); Higgs, Elizabeth 
Attendees: (NIH/NIAID) [E]; Menon, Sandeep; Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); 
Draghia-Akli, Ruxandra; Eisner, Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; 
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Mellors, John; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; 
Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) 
[1]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Koroshetz, 
Walter (NIH/NINDS) [E]; Burgess, Timothy; Reineck, Lora (NIH/NHLBI) [E]; Aggarwal, Neil (NIH/NHLBI) [E]; Rosenberg, 
Yves (NIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [E] ( 0b) © Brown, Jeremy (NIH/NINDS) [E]; Gadbois, 
Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [€]; Petrovick, Martha - 0449 - MITLL; b) © ) 

Optional Anderson, Margaret; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael 

Attendees: — (NIH/NCATS) [E]; Lowy, Douglas (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, 
Cheryl (FNIH) [T]; Salathin, Carla; Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; 
Wachtel, Jonathan; Tolman, Brett; Alvarez, Rosa; Gonzalez, Nina; Dana Carluccio; Rose Li Central Account; Lucas 
Smalldon; Stratton, Benjamin; ob) © Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; 
Patterson, Amy (NIH/NHLBI) [E]; Rubin, Daniel B. (FDA/CDER); Marston, Hilary (NIH/NIAID) [E]; Chen, Helen Q.; 
Wung, Peter /US; Hoots, W. Keith (NIH/NHLBI) [E]; Groesch, Mary (NIH/NHLBI) [E]; Shipp, Allan (NIH/NHLBI) [E]; 
Kindzelski, Andrei (NIH/NHLB)) [E]; Hone, David M (Dave) CIV DTRA J9 (USA) 


Dear ACTIV Therapeutics-Clinical wG, 
Please find attached the slides for tomorrow's meeting. We look forward to speaking with you. 


Thanks , 
Stacey 


Join Zoom Meeting 
https: //fnih.zoom.us/j/ oe) © 


Meeting ID: 
Password: wo” ts) 
One tap mobile 
(b) 6) Us (Germantown) 
us (Chicago) 


Dial by vaur location 
(b) (6) us (Germantown) 

US (Chicago) 
Us (New York) 
US (Tacoma) 

US (Houston) 
us (San Jose) 
US (San Jose) 


Password: 
Find your local number: https://fnih.zoom.us — (b) (6) 


Meeting ID: 6 (b) (6) 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 


Sent: 7/21/2020 7:13:59 PM. 
To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
Ee] [ 0) © Disbrow, Gary (OS/ASPR/BARDA) [ 0) © Dolsten, Mikael 
[ (b) (©) Gibbons, Gary (NIH/NHLBI) [E] [ oo Marks, Peter (FDA/CBER) 
) ( Pao, William [ 0) © Stoffels, Paul | ) © 
Woodcock, Janet (FDA/CDER) [ (b) (6) Colvis, Christine (NIH/NCATS) [E] 
oo) © Desrosiers, Betsy [ (&) 6) Eric Hughes 
(b) (6) Jansen, Kathrin [ 0) (© Kurilla, Michael (NIH/NCATS) [E] 
[ (b) (6) Lowy, Douglas(NCI)[  (b) (6) Read, Sarah (NIH/NIAID) [E] 
[ ) 6) Young, John | ) (6) Fauci, Anthony (NIH/NIAID) [E] 


o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Plump, Andrew 


rf (b) (6) 
cc: Adam, Stacey (FNIH) [T] [ (b) (©) Alvarez, Rosa [ (b) (6) Anderson, Margaret 
() (©) Chen, Helen [ 0) (6) Elsaid, Olivia [ (b) (6) 
Gonzalez, Nina [ ob) © James, Stephanie (FNIH) [T] 0) 6 Menetski, Joseph (FNIH) 
TI} (b) 6) Santos, Michael (FNIH) [T] [ b) (©) Stratton, Benjamin 
(b) (6) Tolman, Brett [ (b) (6) Tountas, Karen (FNIH) [T] [ktountas@fnih.org]; 
Wachtel, Jonathan [ () (© ]; Wholley, David (FNIH) [T] (b) (6) ; Anderson, James 
(NIH/OD) [E] | (b) (6) Austin, Christopher (NIH/NCATS) [E] | (b) (6) Burklow, 
John (NIH/OD) [E] [ (b) (6) Castillejos, Carlos [ (b) (6) Culp, Michelle (NIH/OD) [E] 
[ (b) (6) FNIH Central Account [ ob) © Gadbois, Ellen (NIH/OD) [E] 


‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edec566c26c2a-gadboisel]; Hallett, Adrienne 


(NIH/OD) [E] [ (b) 6) Lane, Cliff (NIH/NIAID) [€] [ (b) (6) Myles, Renate (NIH/OD) 
E) [ (b) (©) Parker, Ashley (NIH/OD) [E] [ (b) (©) Tabak, Lawrence (NIH/OD) [E] 
(b) (6) Burrus-Shaw, Cyndi (NIH/OD) [E] [ (0b) © Carver, Trea (NIH) [C] 
(b) (6) Lagos, Enrique (NIH/NCATS) [E] [ (b) (6) Sepulveda, Dorina (FNIH) [T] 
(b) (6) Simon, Dina (NIH/OD) [C] [dina. —_(b) (6) Gorman, Greta (FNIH) [T] 
(b) 6) Meltzer, Abbey (FNIH) [T] [ ) (© Barasch, Kimberly (NIH/NIAID) [C] 

(b) (6) Conrad, Patricia (NIH/NIAID) [E] [ (b) ©) Dimishkov, Roxanne 
(NIH/NHLBI) [C] [ (b) (6) McManus, Ayanna (NIH/OD) [E] [ (b) (6) Perala, 
Mie [ (b) (6) Protasiewicz, Ann [ann. (b) (6 Riccobene, Kim 

(b) (6) Thomas, Ashley (FDA/CDER) [ (b) 6) Wood, Gretchen (NIH/OD) [E] 
(b) (6) Togashi, Mieko (NIH/NCI) [E] [ (b) ©) Underwood, Nancy 

) © Zottoli, Jessica (Jessica. (b) (6) Lowy, Douglas (NIH/NCI) [E] 
(b) (6) Hawk, Harrison [ (b) (© Lucas Smalidon 


() (© Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=1¢655040d47346c7b04d7be11a403ecb-wolinetzcd]; 
Hardesty, Rebecca (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=21465ceb763947408d209aaabf10af70-hardestyrs)} 


Subject: ACTIV EC & Working Group Co-Chair Meeting 
Location: https://fnih.zoom.us/ (b) (6) 
Start: 8/14/2020 4: 


End: 8/14/2020 5: 
Show Time As: Tentative 


Required Collins, Francis (NIH/OD) [E]; Disorow, Gary (OS/ASPR/BARDA); Dolsten, Mikael; Fauci, Anthony (NIH/NIAID) [E]; 
Attendees: Gibbons, Gary (NIH/NHLBI) [E]; Marks, Peter (FDA/CBER); Pao, William; Plump, Andrew; Stoffels, Paul; Woodcock, 
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Janet (FDA/CDER); Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael 
(NIH/NCATS) [E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Young, John 

Optional Adam, Stacey (FNIH) [T]; Alvarez, Rosa; Anderson, Margaret; Chen, Helen; Elsaid, Olivia; Gonzalez, Nina; James, 

Attendees: Stephanie (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Santos, Michael (FNIH) [T]; Stratton, Ben; Tolman, Brett; Tountas, 
Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T]; Anderson, James (NIH/OD) [E]; Austin, Christopher 
(NIH/NCATS) [E]; Burklow, John (NIH/OD) [E]; Castillejos, Carlos; Culp, Michelle (NIH/OD) [E]; FNIH Central Account; 
Gadbois, Ellen (NIH/OD) [E]; Hallett, Adrienne (NIH/OD) [E]; Lane, Cliff (NIH/NIAID) [E]; Myles, Renate (NIH/OD) [E]; 
Parker, Ashley (NIH/OD) [E]; Tabak, Lawrence (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Burrus-Shaw, Cyndi 
(NIH/OD) [E]; Carver, Trea (NIH) [C]; Hardesty, Rebecca (NIH/OD) [E]; Lagos, Enrique (NIH/NCATS) [E]; Sepulveda, 
Dorina (FNIH) [T]; Simon, Dina (NIH/OD) [C]; Gorman, Greta (FNIH) [T]; Meltzer, Abbey (FNIH) [T]; Barasch, Kimberly 
(NIH/NIAID) [C]; Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; McManus, Ayanna (NIH/OD) 
[E]; Perala, Mie; Protasiewicz, Ann; Riccobene, Kim; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; 
Togashi, Mieko (NIH/NCI) [E]; Underwood, Nancy; Zottoli, Jessica; Lowy, Douglas (NIH/NCI) [E]; Hawk, Harrison; 
Lucas Smalldon 


Shortening calls to 1 hour in length. 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https: //fnih. zoom. us/ o) © 


Pesseoder OM 


One tap mobile 
(b) 6) us (Germantown) 
US (Chicago) 


Dial by vaur Tncotian 
()() Js (Germantown) 

JS (Chicago) 

JS (New York) 

JS (San Jose) 

JS (San Jose) 

JS (Tacoma) 

JS (Houston) 

Tgium 

elgium 

elgium 

elgium 

2lgium 

2lgium 

canada 

canada 

canada 

canada 

canada 

canada 

France 

France 

France 

France 

France 

Japan 

Japan 

Japan 

Italy 

Italy 

Italy 

switzerland 

switzerland 

switzerland 

Switzerland 

switzerland 

switzerland 

United Kingdom 

United Kingdom 

United Kingdom 

United Kingdom 

United Kingdom 

United Kingdom 
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(b) 6) United Kingdon 

Meeting ID: (b) (6) 

Passcode: (b) (6) 

Find your local number: https://fnih.zoom.t —(b) (6) 
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From: 


Sent: 
To: 


cc: 


Connelly, Sarah [ (b) (6) 

12/8/2020 8:10:18 PM 

Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427e23d34f1e07 2f8cb7-menetskijp]; 


(b) (©) Hild, Sheri (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; (b) (6) m; 
(b) (6) (b) (6) (b) (6) (b) (6) 


(b) (6) Baric, Ralph [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; 

() (6 Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f97bedbef038d375cd7-ottingereal; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8a5ace9923ae4 15aa3d85ac09cb76f85-DEMINGD.fda]; 

(b) (6) 0) © () 6) Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 

») (6) Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
[ OC) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Tomas Cihlar 

) ©) Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA) [ (b) 6) 
Punturieri, Antonello (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24bScb5e933c6ee7a6bc7-punturieria]; Charette, Marc 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848bSbf1f76a049a0eca6-charettemf]; Fessel, Josh (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; 6) (© 
Lumsden, Joanne (NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm]; (b) (6) 
Diamond, Michael [ (b) (6) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; 
Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 7830478 1f-austinc]; Melencio, Cheryl (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Desrosiers, Betsy 
(b) (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f979514a53cd54153bSdaa9d99ad4ec90-EricHughes]; Jansen, Kathrin 

(b) ( Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e8506 1e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34baS67c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65{80-santosmr]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
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[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; Kim, 


Elizabeth [ (b) (©) btolman [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Wachtel, Jonathan ) © Prabhavathi 
Fernandes [ (b) 6) Rose Li (OKO) Dana Carluccio 


(b) (6) Lagos, Enrique (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; 
Jonson, Samantha (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d); 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bc1ac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c3 1f6-shawcy]; Rodriguez, Robin D 
[ (b) (6) Dave Frankowski [ (b) (6) antoinette_baric 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userb6b844cf]; Lowy, 
Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1b7b8fe4 7394 78bb17840c56902718a-lowyd]; Florence, Clint (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Se032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589440d84691ac0a530e4ba6cebS-haigwoon.oh]; Stratton, Benjamin 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7 188); 
Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Anderson, James 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Hawk, Harrison 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8}]; 

Mason, Stephen (b) (6) 
Subject: RE: ACTIV Preclinical full working group 


Dear Preclinical Working Group Members, 


Please see below for the agenda for tomorrow's meeting at 10:00 AM ET. If you have any questions or items to add, 
please let us know. 


‘Agenda Topic Duration Facilitator 
foe Menets 
Preclinical WG Strategic Objectives - Updates 30 mins ohn Young 
Cheistine Cohis 
Nancy Haigwood 
Discuss Small Animal Models and NHP Field Guides 20 mins Cat tute 
Isis Kanevsky 
Discuss Subgroup updates John Young 
2 Preclirical prioritization Nancy Haignood 
Invivo stratery Cat tute 
© Field Guides 45 mins Isis Kanewsky 
© Viral Stocks Clint Florence 
Data portal implementation Sam/onson 
Emerging Sequences Joe Menetsél 
ioe Menetsii 
Align on action items and next steps Sins papers 


Looking forward to talking to everyone tomorrow! 


All the best, 
Sarah 


Sarah Connelly, PhD 
Deloitte Consulting, LLP 
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Tel/Direct: oo 
www.deloitte.com 


From: Menetski, Joseph (FNIH) [T] < () (©) 
Sent: Tuesday, April 14, 2020 6:43 PM 
To: Menetski, Joseph (FNIH) [T]; Hild, Sheri (NIH/OD) [E]; ON) (b) (6) 
0) © 6) © 

0). Baric, Ralph; o) © ; Ottinger, Elizabeth (NIH/NCATS 
(él; Colvis, Christine (NIH/NCATS) [E]; Hewitt, Judith (NIH/NIAID) [£]; Deming, Damon (FDA/CDER); 

(b) (6) Parker, Ashley (NIH/OD) [E]; Collins, Francis 
(NIH/OD) [E]; (b) 6) ; Adams, Peter (OS/ASPR/BARDA); Rao, Srinivas; Qashu, Felicia (NIH/OD) 
[E]; Tomas Cihlar; Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA); Punturieri, Antonello (NIH/NHLBI) [E]; 
Charette, Marc (NIH/NHLBI) [E]; Fessel, Josh (NIH/NHLBI) [E]; (b) (©) 


Cc: Wholley, David (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Melencio, Cheryl (FNIH) [T]; Colvis, Christine 
(NIH/NCATS) [E]; Desrosiers, Betsy; Eric Hughes; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) [E]; Lowy, Douglas (NCI); 
Read, Sarah (NIH/NIAID) [E]; Tountas, Karen (FNIH) [T]; Santos, Michael (FNIH) [T]; Adam, Stacey (FNIH) [T]; James, 
Stephanie (FNIH) [T]; Alvarez, Rosa Maria; Kim, Elizabeth; Tolman, Brett; Wachtel, Jonathan; Prabhavathi Fernandes; 
Rose Li; Dana Carluccio; Lagos, Enrique (NIH/NCATS) [E]; Jonson, Samantha (NIH/NCATS) [E]; Gonzalez, Nina; Simon, Dina 
(NIH/OD) [C]; Burrus-Shaw, Cyndi (NIH/OD) [E]; Rodriguez, Robin D; Dave Frankowski; Baric, Toni C; Lowy, Douglas 
(NIH/NCI) [E]; Florence, Clint (NIH/NIAID) [E]; Nancy Haigwood; Stratton, Benjamin; Gadbois, Ellen (NIH/OD) [E]; 
Anderson, James (NIH/OD) [E]; Hawk, Harrison; Diamond, Michael; Mason, Stephen; 

(b) (6) 3 Connelly, Sarah 
Subject: ACTIV Preclinical full working group 
When: Wednesday, November 11, 2020 10:00 AM-11:00 AM (UTC-05:00) Eastern Time (US & Canada). 
Where: https://fnih.zoom. 0) © 


Changing time for preclinical WG 
Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https://fnih.zoom.us, (b) (6) 


Meeting ID: (b) © 
Passcode: (b) (6) 
One tap mobile 
(b) 6) US (Germantown) 
US (Chicago) 


Dial by your location 
(b) 6) US (Germantown) 

US (Chicago) 

Us (New York) 

JS (San Jose) 

US (San Jose) 

US (Tacoma) 

US (Houston) 

Meeting ID: 0) (© 

Passcode: (b) (6) 

Find your local number: https://fnih.zoom.t (b) (6) 
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This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 

Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 
Sent: 8/13/2020 6:23:37 PM 
To: Bozzette, Sam (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 
Ruxandra [ (b) (6) Eisner, Mark [ ob) © Gottesdiener, Keith 
») (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Judy Currier 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Kim, Elizabeth 
[ (b) (6) LaVange, Lisa [ (b) (©) Levy, Elliot [ (b) (6) Mellors, John W 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; 
Menon, Sandeep [ (b) (6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; 
Patel, Naimish (b) (6) Peppercorn, Amanda [ (b) (6) Poole, Mike 
(b) (6) Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba0 2b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) (T] 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc695265f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu. fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim. Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8'588067 140fe988f0832c2387725-Sylva.Colli]; Amanda Peppercorn 
(b) (6) Garner, Cari (b) (6) Higgs, Elizabeth (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=060 1ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Timothy Burgess 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=52e5e03dcbc847709eaab64457efa57e-TimothyBurg]; Reineck, Lora 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44.a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce971eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp); Jacqueline Kirchner 
[ 6) © Beigel, John (NIH) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
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Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=492ae062f7d74e3cbd894e30160869f0-jbeigel]; Phillips, L Revell CIV 
DTRA RD (USA) [ 0) © Petrovick, Martha - 0449 - MITLL [ oo 
(&) ©) Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore] 
ce: Colvis, Christine (NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df1Sfa172c87-ccolvis]; Desrosiers, Betsy 
(b) (6) Jansen, Kathrin [ 6) © Kurilla, Michael (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e8506 1e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Young, John 
(b) (6) Biggs, Mary [ 0) © Butcher, Tina [ (b) (6) 
Demarcus [ (b) ©) Macone, Erin [ (b) 6) Melencio, Cheryl (FNIH) (T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 
() ( Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 


(b) (6) Tolman, Brett [ (b) © Alvarez, Rosa [ 0) © 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Dana Carluccio [ (b) ©) Rose 
Li Central Account [ (b) (6) Anderson, Margaret [ (b) (6) Lucas 
Smalldon [ (b) (6) Stratton, Benjamin [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188); vo) © Mollica, 
Linda /US [ (b) (©) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553144696b2c79484d90e4 1eS -qashufm]; Patterson, Amy 
(INIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND.fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Chen, Helen Q. 

(b) (6) Wung, Peter /US [ (b) (6) Hoots, W. Keith (NIH/NHLBI) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2eca59d4c-hootswk]; Groesch, Mary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9bf499383186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107 bd0ce27715-shippa]; Kindzelski, Andrei 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8bda5194bdca4d2594626f6313d2db5c-kindzelskia]; Hone, David M (Dave) 
CIV DTRA J9 (USA) [ OO) Reisler, Ronald B CTR USARMY DOD JPEO CBRND (USA) 

(b) ( Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345S5eaf14854c83f41d84-freiremc]; Elsaid, Olivia 
o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userfOefa7bd] 
Subject: Information on nAb Summit 


Dear ACTIV TX-Clinical WG, 
Please find below the information for the nAb Summit. 


Thanks, 
Stacey 


GADB0000002407-2515304 


We are inviting you to join us for a virtual scientific summit on neutralizing monoclonal antibodies relevant to COVID-19 
on August 20» from 12:30-4:30pm Eastern, hosted by Operation Warp Speed and the National Institutes of Health. 


You can use this link to access viewing instructions for the live videocast: hitps://videocast.nih.gov/watch=38301 


The summit will explore current and future opportunities for neutralizing antibodies (nAbs) as a possible treatment for 
COVID-19. There will be 5 panel discussions involving leading academics and industry experts involved in the Covid-19 
nAb space. 


The objectives of the summit are to: 


Review key considerations for assessing nAbs to treat COVID-19 and generate a consolidated knowledge base through 
development of a white paper. 

Discuss the current state of nAbs and potential areas of optimization for future work. 

Share key learnings from other diseases and implications for treatment, prevention and vaccine development. 


Please use this Jink to submit any questions that you would like to be incorporated in the discussion, using the event 
code OWSandNIH-NABScientificSummit 


We look forward to your attendance, 
OWS & NIH 


Stacey J. Adam, PhD 

Di , Cancer 

Re h Partnerships 

Foundation for the National Institutes of Health 

Direct: (b) (6) Mobile: (b) (6) 

fnih.org 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fhih.org/pandemic 


FNIH RANDEMIC 


RESPONSE FUND 
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From: 


Sent: 
To: 


cc; 


Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CDSA14F93-TOUNTASKH] 
7/13/2020 11:21:01 PM 
Bascles, Lionel [ (b) © Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3clc4f75dd4c457-myron_cohen]; Corey, Larry 
(b) 6) ; Victoria Davey [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da]; Desrosiers , Betsy 
[ (b) (6) Dickens, Jim (NIK/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba7 3079cf4a5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aidOfb9f055940c39b387cae2485faa6-doroshoj]; Garner, Carlos 
[ (b) ©) Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1 bbOb9aac84846c-mensahga]; Nayak, Seema 
(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51dSee6848004578b5bf9c808eca8fef-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonma]; Resnansky, Laura 
(b) (6) Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Srinivasan, Badhri 
») (6) Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Takas, Therese 

(b) (6) Vincent, Mike [ (b) (6) Weinmann, Gail (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e42afl16Sdcad-weinmang]; Stratton, Ben 


(b) (6) ] 
Wachtel, Jonathan [ (b) (6) Colvis, Christine (NIH/NCATS) (E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fal 7 2c87 -ccolvis]; 
Hughes, Eric [ (b) (©) Jansen, Kathrin (b) 6) Lowy, Douglas (NCI) 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
'E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 

(b) (6) Ardiff, Bernadette [ ob) © Criffield, Robin 


(b) (6) Hamilton, Nancy [ 6) (6) Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Minnich, Beth 
(b) 6) ; Mueller-Reichenstein, Petra [ (b) (6) Pico, Dianna 
(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=471cb6a63c8846a69073e1e968f3964c-picodf]; Quadros, Nora 
Katz, Rebecca (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aaSed901b4c5a3d9-katzrd]; Hill, Zoe (NIH/NHLBI) [C] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a19ee51dca2a443d883a15e025d6e1e0-hillzs]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 

(b) ( Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Carluccio, Dana 

6) © Culp, Michelle (NIH/OD) (E] [/o=ExchangeLabs/ou=Exchange Administrative 

Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Gadbois, Ellen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d1d6e6f248268d2edecS66c26c2a-gadboisel]; Gonzalez, Nina 
(o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d); 
Heaton, Penny (Ol) James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
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Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Kenny, 
Dermot [ (b) 6) Kublin, James ®) © ; Li, Rose 

[ (b) (6) Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; Qashu, Felicia (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41eS-qashufm]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44¢ 18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 

[ (b) (6) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd); Elsaid, Olivia 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userf0efa7bd] 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_07142020.pdf 
Location: https://fnih.zoom. ) (© 

Start: 7/14/2020 1: 


End: 7/14/2020 2: 
Show Time As: Tentative 


Required Bascles, Lionel; Cohen, Myron; Corey, Larry; Davey, Victoria; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; 

Attendees: Doroshow, James (NIH/NCI) [E]; Garner, Carlos; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Mensah, George; Nayak, 
Seema (NIH/NIAID) [E]; Payton, Manzine; Resnansky, Laura; Sizemore, Christine (NIH/FIC) [E]; Srinivasan, Badhri; 
Stein, Peter (FDA/CDER); Takas, Therese; Vincent, Mike; Weinmann, Gail ; Stratton, Ben 

Optional Wachtel, Jonathan; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah 

Attendees: (NIH/NIAID) [E]; Young, John; Ardiff, Bernadette; Criffield, Robin; Hamilton, Nancy; Melencio, Cheryl (FNIH) [T]; 
Minnich, Beth; Mueller-Reichenstein, Petra; Pico, Dianna; Quadros, Nora; Rebecca (NIH/NCATS) Katz [E] 
( (b) (6) Zoe (NIH/NHLBI) Hill [C] ( (OO) Adam, Stacey (FNIH) [T]; Anderson, Margaret; 
Ashley (NIH/OD) Parker [E] ( 0) © Carluccio, Dana; Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen 
(NIH/OD) [E]; Gonzalez, Nina; Heaton, Penny; James, Stephanie; Kenny, Dermot; Kublin, James; Li, Rose; Menetski, 
Joseph (FNIH) [T]; Qashu, Felicia; Santos, Michael (FNIH); Tuvesson, Nancy; Wholley, David (FNIH) [T]; Elsaid, Olivia 


Dear WG members; During this call we will share some exciting updates regarding the development of the 
"playbooks’; and we will have an important discussion about updating the site survey for NCATS. Looking 
forward to the call and hope you can make it! Karen 


Dear Clinical Trial Capacity Working group members - As the tiger teams continue to work closely with 
ACTIV protocol development and operations teams, and the ‘playbook’ development teams ramp up to quickly 
develop these resources, we will reduce the number of times the full WG meets in July to every other week 
(july 14th and 28th). Best, Karen 


Karen Tountas is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https: //fnih. zoom. us/ 0b) © 


Meeting ID: 6 
Password: wo” : 
One tap mobile 
(b) (6) Us (chicago) 
us (New York) 


Dial by vour location 
(b) (6) us (Chicago) 

us (New York) 

US (Germantown) 

us (Tacoma) 

us (Houston) 

us (San Jose) 

US (San Jose) 

Meeting ID: 

Password: (b) (6) a 

Find your local number: https://fnih.zoom.us, — (b) (6) 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CDSA 14F93-TOUNTASKH] 
Sent: 4/14/2020 10:39:42 PM 
To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Bascles, Lionel 
(b) (6) Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3c1c4f75dd4c457-myron_cohen]; Corey, Larry 

(b) 6) Desrosiers , Betsy [ 0) (© Dickens, Jim (NIH/NCATS) [C] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James (NIH/NCI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387 cae2485faa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; King, James 
(OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce1f3853e43d4463a04f7d74992f96ac-James.King.]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Nayak, Seema (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51dSee68480045 78bSbf9c808eca8féf-nayaksu]; Parker, Ashley (NIH/OD) {E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal]; Resnansky, Laura 
[ (b) (6) Srinivasan, Badhri [badhri. (b) 6) Stein, Peter (FDA/CDER) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Vincent, Mike 

(b) 6) Wachtel, Jonathan [ (b) © ]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92 169bd7644e29-Janet.Woodc] 
cc: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hughes, Eric 
(b) 6) Jansen, Kathrin [ 0) 6 Lowy, Douglas (NCI) 

(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
[E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 


(b) 6) Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Anderson, Margaret 
(b) (6) Carluccio, Dana [ 6) © Melencio, Cheryl (FNIH) [T] 


‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Collins, Francis (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Gonzalez, Nina 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 


Heaton, Penny [ (b) (6) James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Li, 
Rose (b) (6) ; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=SO01af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael 
(FNIK) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc695265{80-santosmr]; Tuvesson, Nancy 


[ (b) 6) Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Criffield, Robin 
[ (b) (6) Hamilton, Nancy [ oo Minnich, Beth 


[ ») (6) Katz, Rebecca (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aaSed901b4c5a3d9-katzrd]; Thomas, Ashley (FDA/CDER) 
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[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcd5d3f7c1e4309a251d013e1cc89b0-Ashley.Thom] 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Location: https://zoom.us/j bo) © 

Start: 4/21/2020 1:00:00 PM 

End: 4/21/2020 2:00:00 PM. 


Show Time As: Tentative 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 
Required Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James 
Attendees: (INIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; King, James; Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, Ashley 
(NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Vincent, Mike; 
Wachtel, Jonathan; Woodcock, Janet (FDA/CDER) 
Optional Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; 
Attendees: Young, John; Adam, Stacey (FNIH) [T]; Anderson, Margaret; Carluccio, Dana; Cheryl (FNIH) Melencio [T] 
(b) Francis Collins; Gonzalez, Nina; Heaton, Penny; James, Stephanie; Li, Rose; Menetski, Joseph 
(FNIH) [T]; Santos, Michael (FNIH); Tuvesson, Nancy; Wholley, David (FNIH) [T]; Criffield, Robin; Hamilton, Nancy; 
Minnich, Beth; Rebecca (NIH/NCATS) Katz [E] ( ob) © Thomas, Ashley (FDA/CDER) 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 

Dear Clinical Trial Capacity Working Group members, 

In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual mecting if you have a conflict. 


An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 


Scientific Program Manager 
Foundation for the National Institutes of Health 


Join Zoom Meeting 


hips: i! 0) © 
Meeting ID: (b) (6) 
Password: (b) (6) 
One tap mobile 
b) 6) US (Chicago) 


US (New York) 


Dial by your location 
US (Chicago) 
US (New York) 
US 
US (Houston) 
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(b) ©) US (San Jose) 
US (San Jose) 
aoe US 
Meeting ID: (b) (6) 
Password: (b) (6) 


Find your local number: hitps:!/z 
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To: Bozzette, Sam (NIH/NCATS) [E] [ (b) (6) Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; 
Butterton, Joan b) © De Claro, R. Angelo (FDA/CDER) [ 0) © aH 
Draghia-Akli, Ruxandra | 6) (6) Gottesdiener, Keith [ ) 6) Eric Hughes 
[ (6) 6) Judy Currier [ (b) 6) Kim, Elizabeth [ (b) ©) 
LaVange, Lisa (b) (6) Levy, Elliot [ 0b) © Mellors, JohnW[ _(b) (6) Menon, 
Sandeep [ ) © Parker, Ashley (NIH/OD) [E] [ (b) 6) Peppercorn, 
Amanda [ 0) Poole, Mike [ b) ©) Proschan, Michael 
(NIH/NIAID) [E] (Oxo) Read, Sarah (NIH/NIAID) [E] [ ) 6) Santos, Michael 
(FNIH) (71 [ (&) (6) Shen, Yuan Li (FDA/CDER) [ &) © Stein, Peter (FDA/CDER) 
{ ) 6) Wholley, David (FNIH) [T] [ ) 6) Buchman, Tim (OS/ASPR/BARDA) (CTR) 
[ bo) © Collins, Sylva (FDA/CDER) [ 0) (© Amanda Peppercorn 
[ (b) (6) Higgs, Elizabeth (NIH/NIAID) [E] [ (b) (© Koroshetz, Walter 
(NIH/NINDS) [E] [ (b) 6) Timothy Burgess [ (b) (6) Reineck, Lora 
(NIH/NHLBI) [E] ) 6) ]; Aggarwal, Neil (NIH/NHLBI) (E] [ ) ©) Rosenberg, Yves 
(NIH/NHLBI) [E} () (©) Goff, David (NIH/NHLBI) [E] [ (b) (6) Brown, Jeremy 
(NIH/NINDS) (E] (b) (6) Gadbois, Ellen (NIH/OD) (€) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edecS66c26c2a-gadboisel]; 
Culp, Michelle (NIH/OD) [E] [ OO) ]; Jacqueline Kirchner 
(b) (6) Beigel, John (NIH)[E][  (b) (6) ~_—h. gov]; Phillips, L Revell CIV DTRA 
RD (USA) [ (b) (6) Petrovick, Martha - 0449 - MITLL[ (b) (6) 
(b) (6) Sizemore, Christine (NIH/FIC) [E] [ (b) (6) Larry Tsai 
(b) (6) Wung, Peter K[ (b) (6) Bozzette, Sam (NIH/NCATS) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d7bcfOaac88d-bozzettesaa]; Patel, Naimish 
(b) 6) Garner, Carl [ (b) © 
cc: Colvis, Christine (NIH/NCATS) (E] [ ov) © J; Jansen, Kathrin [ (b) ©) Lowy, 
Douglas (NCI){  (b) (6) _‘J; Young, John [ oo Biggs, Mary [ (b) (6) 
Butcher, Tina [ (b) (6) Demarcus [ (b) 6) Macone, Erin 
(b) (6) Melencio, Cheryl (FNIH) [T] [ (b) (6) Salathin, Carla 
(b) (6) Menetski, Joseph (FNIH) [T] [ ) © Dana Carluccio 
) 6) Rose Li Central Account [ (b) © Lucas Smalldon 
(b) 6) (b) (©) Mollica, Linda /US 
) (6) Qashu, Felicia (NIH/OD) (E] [ (v) 6) Patterson, Amy (NIH/NHLBI) [E] 

(b) ©) Rubin, Daniel B. (FDA/CDER) [ (b) (6) Marston, Hilary (NIH/NIAID) [E] 

(b) (6) Chen, Helen Q, [ (b) (6) Hoots, W. Keith (NIH/NHLBI) [E] 

(b) (6) Groesch, Mary (NIH/NHLBI) [E] [ (b) (6) Shipp, Allan (NIH/NHLBI) [E] 
(b) (6) Kindzelski, Andrei (NIH/NHLBI) (E] [ (bo) 6) Hone, David M (Dave) CIV 
DTRA J9 (USA) (b) 6) Reisler, Ronald B CTR USARMY DOD JPEO CBRND (USA) 

ob) 6 Walker, Paula (NIH/NINDS) [E] [ ob) © Sorosa, Alex David 
6) © Lumsden, Joanne (NIHK/NCATS) [C] [ 6) © ]; Lerner, Andrea (NIH/NIAID) 
(3) (b) (6) Embry, Alan (NIH/NIAID) [E} [ ) ©) Dally, Nicolle 
(b) 6) 6) © Atkinson, Jane (NIH/NCATS) [E] [ 6) © Boucher, 
Cynthia (NIH/NCATS) [E] [ ) (©) 


Start: 4/8/2021 5:00:00 PM 
End: 4/8/2021 6:00:00 PM 


Recurrence: (none) 


Required Bozzette, Sam (NIH/NCATS) [E]; Patel, Naimish; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia-Akli, 

Attendees: Ruxandra; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Levy, Elliot; Mellors, John; 
Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Peppercorn, Amanda; Poole, Mike; Proschan, Michael; Read, Sarah; 
Santos, Michael (FNIH) (T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David (FNIH) [T]; Buchman, 
Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Garner, Carl; Higgs, Elizabeth 
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(NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Timothy Burgess; Reineck, Lora (NIH/NHLBI) [E]; Aggarwal, Neil 
(NIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [E] (david.goff@nih.gov); Brown, Jeremy 
(NIH/NINDS) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Jacqueline Kirchner; Beigel, John (NIH) [E]; 


Phillips, L Revell ClV DTRA RD (USA); Petrovick, Martha - 0449 - MITLL; 0) (© Sizemore, Christine 
(NIH/FIC) [E}; Larry Tsai; Wung, Peter K 
Optional Colvis, Christine (NIH/NCATS) [E]; Jansen, Kathrin; Lowy, Douglas (NCI); Young, John; Biggs, Mary; Butcher, Tina; 
Attendees: — Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) [T]; Salathin, Carla; Menetski, Joseph (FNIH) [T]; Dana Carluccio; 
Rose Li Central Account; Lucas Smalldon; (6) Mollica, Linda /US; Qashu, Felicia (NIH/OD) 


[E]; Patterson, Amy (NIH/NHLBI) [E]; Rubin, Daniel B. POA OER); Marston, Hilary (NIH/NIAID) [E]; Chen, Helen; 
Hoots, W. Keith (NIH/NHLBI) [E]; Groesch, Mary (NIH/NHLBI) [E]; Shipp, Allan (NIH/NHLBI) [E); Kindzelski, Andrei 
(NIH/NHLBI) [E]; Hone, David M (Dave) CIV DTRA J9 (USA); Reisler, Ronald B CTR USARMY DOD JPEO CBRND (USA); 
Walker, Paula (NIH/NINDS) [E]; Sorosa, Alex; Lumsden, Joanne (NIH/NCATS) [C]; Lerner, Andrea (NIH/NIAID) [E]; 
Embry, Alan (NIH/NIAID) [E]; Dally, Nicolle; ) © Atkinson, Jane (NIH/NCATS) [E]; Boucher, 
Cynthia (NIH/NCATS) [E] 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CDSA14F93-TOUNTASKH] 
Sent: 6/25/2020 1:38:05 PM. 
To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Cohen, Myron 

() (6) Corey, Larry [ (OXO) Desrosiers , Betsy 
[ (b) (6) Dickens, Jim (NIK/NCATS) [C] [ (b) (6) ]; Doroshow, James 
(NIH/NCI) [E] [ 0b) © Garner, Carlos [ (b) (©) Goff, David (NIH/NHLBI) [E] 
(b) (6) Kurilla, Michael (NIH/NCATS) [E] [ ) (© Mensah, George (NIH/NHLBI) [E] 
[ () (©) Nayak, Seema (NIH/NIAID) (E) [ (b) (6) ]; Payton, Manizhe (NIH/NIAID) ([E] 
(b) (6) Resnansky, Laura [ bo) © Sizemore, Christine (NIH/FIC) [E] 
(b) 6) ]; Stein, Peter (FDA/CDER) | 0) © Takas, Therese 

(b) 6) Vincent, Mike [ (Ox) Weinmann, Gail (NIH/NHLBI) [E] 
(b) (©) ; Stratton, Ben [ 0b) © Bascles, Lionel [ (b) 6) 
Davey, Victoria [ (b) (6) Srinivasan, Badhri [ 
Ce Wachtel, Jonathan [ () © J; Colvis, Christine (NIH/NCATS) [E] [ (b) (6) Hughes, 
Eric | oo Jansen, Kathrin | (b) (© Lowy, Douglas (NCI)[ (b)(6) J; 
Read, Sarah (NIH/NIAID) [E] 0) © 3 Young, John [ (b) (© Ardiff, Bernadette 
bernadette. (b) (©) Criffield, Robin [ (b) (6) Hamilton, Nancy 

(b) 6) Melencio, Cheryl (FNIH) [T] [ (b) ©) Minnich, Beth 

bminn (b) 6) Mueller-Reichenstein, Petra [ (b) (6) Pico, Dianna 
(NIH/NHLBI) [C] (b) (6) Quadros, Nora 0) © Katz, Rebecca (NIH/NCATS) [E] 
(b) (6) Hill, Zoe (NIH/NHLBI) [C] (b) (6) ]; Adam, Stacey (FNIH) [T] [ (b) (6) 
Anderson, Margaret [ (b) (6) Parker, Ashley (NIH/OD) [E] [ (b) (6) Carluccio, 
Dana [ (b) (6) Culp, Michelle (NIH/OD) [E] (b) (6) ]; Gadbois, Ellen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edecS66c26c2a-gadboisel]; Gonzalez, Nina 

(b) 6) ; Heaton, Penny (b) (6) James, Stephanie (FNIH) [T] 
(b) (6) Kenny, Dermot [ (b) (6) Kublin, James (b) (6) Li, Rose 

(b) (6) Menetski, Joseph (FNIH) [T] [ (b) (6) Qashu, Felicia (NIH/OD) [E] 
(b) (6) Santos, Michael (FNIH) [T] [ 6) © Tuvesson, Nancy 
(b) (6) Wholley, David (FNIK) (T] 0) 6) Elsaid, Olivia 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Clinical Trial Capacity Working Group Meeting Agenda_07142020.pdf 
Location: https://fnih.zoom.us, 0b) 6 


Start: 7/14/2020 1:00:00 PM 
End: 7/14/2020 2:00:00 PM. 
Show Time As: Tentative 


Required Bascles, Lionel; Cohen, Myron; Corey, Larry; Davey, Victoria; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; 

Attendees: Doroshow, James (NIH/NCI) [E]; Garner, Carlos; Goff, David (NIH/NHLBI) [E]; Kurilla, Mike; Mensah, George; Nayak, 
Seema (NIH/NIAID) [E]; Payton, Manzine; Resnansky, Laura; Sizemore, Christine (NIH/FIC) [E]; Srinivasan, Badhri; 
Stein, Peter (FDA/CDER); Takas, Therese; Vincent, Mike; Weinmann, Gail ; Stratton, Ben 

Optional Wachtel, Jonathan; Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah 

Attendees: (NIH/NIAID) [E]; Young, John; Ardiff, Bernadette; Criffield, Robin; Hamilton, Nancy; Melencio, Cheryl (FNIH) [T]; 
Minnich, Beth; Mueller-Reichenstein, Petra; Pico, Dianna; Quadros, Nora; Rebecca (NIH/NCATS) Katz [E] 
( bo) © Zoe (NIH/NHLBI) Hill [C] ( oo Adam, Stacey (FNIH) [T]; Anderson, Margaret; 
Ashley (NIH/OD) Parker (E] ( 6) © Carluccio, Dana; Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen 
(NIH/OD) [E]; Gonzalez, Nina; Heaton, Penny; James, Stephanie; Kenny, Dermot; Kublin, James; Li, Rose; Menetski, 
Joseph (FNIH) [T]; Qashu, Felicia; Santos, Michael (FNIH); Tuvesson, Nancy; Wholley, David (FNIH) [T]; Elsaid, Olivia 
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Dear WG members; During this call we will share some exciting updates regarding the development of the 
‘playbooks'; and we will have an important discussion about updating the site survey for NCATS. Looking 
forward to the call and hope you can make it! Karen 


Dear Clinical Trial Capacity Working group members - As the tiger teams continue to work closely with 
ACTIV protocol development and operations teams, and the ‘playbook’ development teams ramp up to quickly 
develop these resources, we will reduce the number of times the full WG meets in July to every other week 
(July 14th and 28th). Best, Karen 


Karen Tountas is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 
https: //fnih.zoom.us/j/ 0b) © 


Meeting ID: 0b) © 
Password: (b) (6) 
One tap mobile 
0) © us (Chicago) 
us (New York) 


Dial by vaur Tecation 
(b) (6) us (chicago) 
Us (New York) 
us (Germantown) 
US (Tacoma) 
US (Houston) 
us (San Jose) 
us (San Jose) 


Password: 


Meeting ID: (b) (6) 
6) 
Find your OE number: https://fnih.zoom.us,  (b) (6) 
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From: Gadbois, Ellen (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0243D1D6E6F248268D2EDECS66C26C2A-GADBOISEL] 


Sent: 5/21/2020 9:55:18 PM. 

To: Culp, Michelle (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9eS098-mculp]) 

Subject: RE: Slides for ACTIV TX-Clinical Working Group Meeting #7 


Can we chat around 8:30 tomorrow a.m.? And | think we should send LT some kind of short alert tomorrow afternoon 
about some directives that may not be met cause ICs are doing their own thing anyway, unless they want to intervene 
with a strong directive. Personally | think this partnership should readjust to go wherever it looks like it can be most 
helpful and try not to bring sailed ships back, but | tend to be pessimistic about success of central control. 


From: Culp, Michelle (NIH/OD) [E] < (b) (6) 
Sent: Thursday, May 21, 2020 4:24 PM 
To: Gadbois, Ellen (NIH/OD) [E] < (b) 6) 


Subject: RE: Slides for ACTIV TX-Clinical Working Group Meeting #7 


No, so thanks for sending. | will request Stacey and Mike to add me to the Therapeutics Clinical and Vaccine WG calls. 
Do you want to chat this evening or tomorrow morning? 


From: Gadbois, Ellen (NIH/OD) [E] < (b) (6) 
Sent: Thursday, May 21, 2020 4:01 PM 
To: Culp, Michelle (NIH/OD) [E] < (b) (6) 


Subject: FW: Slides for ACTIV TX-Clinical Working Group Meeting #7 


Did you get this in time to join today? | did. You should try to follow this group. They mostly talked about their plans for 
a master protocol for the mAbs and I’m sure you would get more out of the details. But | have some observations (not 
urgent to discuss). 


From: Adam, Stacey (FNIH) [T] < (b) (6) 
Sent: Thursday, May 21, 2020 12:44 PM 


To: Bozzette, Sam (NIH/NCATS) [E] < () (6) Butterton, Joan ) © De Claro, 
R. Angelo (FDA/CDER) < 6) (6 Draghia-Akli, Ruxandra < (b) (6) Eisner, Mark 
< (b) (6) Gottesdiener, Keith (b) 6) Hughes, Eric 
< (b) (6) Judy Currier < (b) (6) Kim, Elizabeth < (b) (6) 
LaVange, Lisa < (b) 6) Levy, Elliot < ob) © Mellors, John W < () © Menon, 
Sandeep < (b) 6) Parker, Ashley (NIH/OD) [E] < (b) © Patel, Naimish 
< (b) (©) Peppercorn, Amanda < oo Poole, Mike 
< (b) (6) Proschan, Michael (NIH/NIAID) [E] < 0) © Read, Sarah 
(NIH/NIAID) [E] < 6) © Santos, Michael (FNIH) [T] < (b) 6) Shen, Yuan Li (FDA/CDER) 
< 6) 6 Stein, Peter (FDA/CDER) < OO) Wholley, David (FNIH) [T] 
< 6) 6 Buchman, Tim (OS/ASPR/BARDA) (CTR) < (Oxo) Collins, Sylva (FDA/CDER) 
< (b) (6) Amanda Peppercorn < 6) © Garner, Carl 

(b) (6) Higgs, Elizabeth (NIH/NIAID) [E] < 0) (© Koroshetz, Walter (NIH/NINDS) 
[E]< (Ox) Burgess, Timothy < 6) © Reineck, Lora (NIH/NHLBI) [E] 
< (b) (6) Aggarwal, Neil (NIH/NHLBI) [E] < 0) © Rosenberg, Yves (NIH/NHLBI) [E] 
< ) © Brown, Jeremy (NIH/NINDS) [E] < (OL) Gadbois, Ellen (NIH/OD) [E] 
3 (b) © 
Ce: Colvis, Christine (NIH/NCATS) [E] < 0) © Desrosiers, Betsy 0) © 
Jansen, Kathrin < (Oro) Kurilla, Michael (NIH/NCATS) [E] < ONO) Lowy, 
Douglas(NCl)< — (b) (6) Young, John < () (6) Biggs, Mary < ) (6) 
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Butcher, Tina 0) © Demarcus < 0) © Macone, Erin 


< (b) (6) Melencio, Cheryl (FNIH) [T] < eo) © Salathin, Carla 
< (b) (6) Tountas, Karen (FNIH) [T] < (b) (6) Menetski, Joseph (FNIH) [T] 
< (b) (6) James, Stephanie (FNIH) [T] < ovo) © Wachtel, Jonathan < 0b) © 
Tolman, Brett < (b) (6) Alvarez, Rosa < () (© Gonzalez, Nina 
< © Dana Carluccio < 0) (6 Rose Li Central Account 
< (b) ©) Anderson, Margaret < 0) (©) Lucas Smalldon 
< (b) ©) Stratton, Benjamin < (b) 6) 
(b) (6) Mollica, Linda /US < 0b) © Qashu, Felicia (NIH/OD) [E] 
< (b) (6) Patterson, Amy (NIH/NHLBI) [E] < (b) (6) Goff, David (NIH/NHLBI) [E] 
< (b) (6) Rubin, Daniel B. (FDA/CDER) < 0) © 


Subject: Slides for ACTIV TX-Clinical Working Group Meeting #7 
Dear ACTIV TX-Clinical WG, 
Looking forward to seeing you all soon at the meeting. Please find attached the slides for the meeting. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

rch Partnerships 

Direet: 0) © Mobile: (b) (6) 


Join Zoom Meeting 
https://fnih.zoom.us/ (b) 6) 


Meeting ID: (&) 6) 
Password: (b) (6) 
One tap mobile 
(b) (©) US (Chicago) 
US (New York) 


Dial by your location 
) ©) US (Chicago) 

US (New York) 

US (Germantown) 

US (Tacoma) 

US (Houston) 

US (San Jose) 

US (San Jose) 

Meeting ID: (&) ©) 

Password: (6) (6) 

Find your local number: https://fnih.zoom.us ob) © 


GADB0000001079-2515310 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 
Sent: 11/5/2020 5:21:19 PM 
To: Garner, Carl [ (OO) Lewy, Elliot [ (OO) Bozzette, Sam (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a36 19cf47c7ae39d 7bcfOaac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 
Ruxandra [ (b) (© Eisner, Mark [ ov) © Gottesdiener, Keith 
[ (b) (©) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Judy Currier 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Kim, Elizabeth 
[ (b) ©) LaVange, Lisa (b) (©) Mellors, John W [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; Menon, Sandeep 
0) (6 Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466 140faa95aaaafe06ebd70-parkeras]; Patel, Naimish 
(b) 6) Peppercorn, Amanda [ ob) © Poole, Mike 
(b) (6) Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba02 b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu. fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd5Scbf8eb9da-Tim. Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8'588067 140fe9880832c2387725-Sylva.Colli]; Amanda Peppercorn 
(b) (6) Higgs, Elizabeth (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiges]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Timothy Burgess 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=52e5e03dcbc847709eaab64457efa57e-TimothyBurg]; Reineck, Lora 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44.a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce971eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp); Jacqueline Kirchner 
[ 6) © Beigel, John (NIH) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
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Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=492ae062f7d74e3cbd894e30160869f0-jbeigel]; Phillips, L Revell CIV 
DTRA RD (USA) [ (b) (6) Petrovick, Martha - 0449 - MITLL [ oo 
(b) (6) Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore] 
ce: Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d); Colvis, Christine (NIH/NCATS) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 
(b) (6) Jansen, Kathrin [ bo) © Kurilla, Michael (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Young, John 
) © Biggs, Mary [ ) ©) Butcher, Tina [ &) 6) 
Demarcus [ ob) © Macone, Erin [ (b) 6) Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 

() ( Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Menetski, Joseph (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; James, Stephanie (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Wachtel, Jonathan 
(b) (6) btolman [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Alvarez, Rosa Maria [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; Dana Carluccio 
Rose Li Central Account [ (b) 6) Margaret Anderson 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab9a138fle284c689fedfb10b8cc5295-marganderso]; Lucas Smalidon 


(b) 6) Stratton, Benjamin [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188); () © Mollica, Linda /US 
(b) (6) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3 19 1d65bb70f-pattersa]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c289105913411 1a3ed28f929042aad-RUBIND. fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Chen, Helen Q. 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user34aa917e]; 
Wung, Peter /US [ ob) © Hoots, W. Keith (NIK/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fc59262c6c2eca59d4c-hootswk]; 
Groesch, Mary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9bf499383186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107bd0ce27715-shippal; Kindzelski, Andrei 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8bda5194bdca4d2594626f6313d2db5c-kindzelskia]; Hone, David M (Dave) 
CIV DTRA J9 (USA) [ (b) (6) Reisler, Ronald B CTR USARMY DOD JPEO CBRND (USA) 

OO) Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Elsaid, Olivia 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=userfOefa7bd]; 
Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe81b9b832e40acbf5fd03bcfd32930-walkerp1]; Bethany Stokes 
[ (b) (6) asorosa [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=userffc6da86] 


Subject: ACTIV Therapeutics-Clinical Working Group Meeting 
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Attachments: 
Location: 


Start: 
End: 
Show Time As: 


Recurrence: 


Required 
Attendees: 


Optional 
Attendees: 


ACTIV_TX-Clinical_Working Group Meeting Guide_20201105_vF.pdf 
https://fnih.zoom. 0b) © 


11/5/2020 6:00:00 PM 
11/5/2020 7:00:00 PM 
Tentative 


Weekly 

every Thursday from 1:00 PM to 2:00 PM 

Garner, Carl; Levy, Elliot; Bozzette, Sam (NIH/NCATS) [E]; Butterton, Joan; De Claro, R. Angelo (FDA/CDER); Draghia- 
Akli, Ruxandra; Eisner, Mark; Gottesdiener, Keith; Hughes, Eric; Judy Currier; Kim, Elizabeth; LaVange, Lisa; Mellors, 
John; Menon, Sandeep; Parker, Ashley (NIH/OD) [E]; Patel, Naimish; Peppercorn, Amanda; Poole, Mike; Proschan, 
Michael; Read, Sarah; Santos, Michael (FNIH) [T]; Shen, Yuan Li (FDA/CDER); Stein, Peter (FDA/CDER); Wholley, David 
(FNIH) [T]; Buchman, Tim (OS/ASPR/BARDA) (CTR); Collins, Sylva (FDA/CDER); Amanda Peppercorn; Higgs, Elizabeth 
(NIH/NIAID) [E]; Koroshetz, Walter (NIH/NINDS) [E]; Timothy Burgess; Reineck, Lora (NIH/NHLBI) [E]; Aggarwal, Neil 


(INIH/NHLBI) [E]; Rosenberg, Yves (NIH/NHLBI) [E]; Goff, David (NIH/NHLBI) [E] ( (b) (6) Brown, Jeremy 
(NIH/NINDS) [E]; Gadbois, Ellen (NIH/OD) [E]; Culp, Michelle (NIH/OD) [E]; Jacqueline Kirchner; Beigel, John (NIH) [E]; 
Phillips, L Revell CIV DTRA RD (USA); Petrovick, Martha - 0449 - MITLL; 0) © Sizemore, Christine 
(INIH/FIC) [E] 


Gonzalez, Nina; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) 
[E]; Lowy, Douglas (NCI); Young, John; Biggs, Mary; Butcher, Tina; Demarcus; Macone, Erin; Melencio, Cheryl (FNIH) 
[T]; Salathin, Carla; Tountas, Karen (FNIH) [T]; Menetski, Joseph (FNIH) [T]; James, Stephanie (FNIH) [T]; Wachtel, 
Jonathan; Tolman, Brett; Alvarez, Rosa; Dana Carluccio; Rose Li Central Account; Margaret Anderson; Lucas 
Smalldon; Stratton, Benjamin; ob) © Mollica, Linda /US; Qashu, Felicia (NIH/OD) [E]; 
Patterson, Amy (NIH/NHLBI) [E]; Rubin, Daniel B. (FDA/CDER); Marston, Hilary (NIH/NIAID) [E]; Chen, Helen Q.; 
Wung, Peter /US; Hoots, W. Keith (NIH/NHLBI) [E]; Groesch, Mary (NIH/NHLBI) [E]; Shipp, Allan (NIH/NHLBI) [E]; 
Kindzelski, Andrei (NIH/NHLBI) [E]; Hone, David M (Dave) CIV DTRA J9 (USA); Reisler, Ronald B CTR USARMY DOD 
JPEO CBRND (USA); Freire, Maria (FNIH) [T]; Elsaid, Olivia; Walker, Paula (NIH/NINDS) [E]; Bethany Stokes; Sorosa, 
Alex David 


Dear ACTIV TX-Clinical wG, 


Please find attached the slides for today's meeting. 


Thanks, 
Stacey 


Join Zoom Meeting 


https: //fnih 


Meeting ID: 
Password: 


One tap mobile 


Dial by your 


Meeting ID: 
Password: 


«Zoom. US/ 0) © 
() (6) 
) (6) 
(b) (6) Us (Germantown) 
us (chicago) 
location 
(b) (6) Us (Germantown) 
us (Chicago) 
us (New York) 
US (Tacoma) 
US (Houston) 
us (San Jose) 
us (San Jose) 
6 (b) (6) 


Find your focal number: https: //fnih.zoom.u (b) 6) 
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From: Brodd, Lauren (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=BA665DEA08E5417 1B3D6890C2518DDB9-LEPONELM] 


Sent: 8/14/2020 4:35:14 PM. 

To: Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel] 

Subject: RE: ACTIV website updates per EC slides/meeting today 

Hi Ellen, 


Thanks for flagging! Ashley and | have been working with Renate and her team to revise the website to provide more 
detailed information about each of the working groups. In the updated version, we include language about the clinical 
trial capacity group being finished as of 7/31 and the vaccines group now only meeting on an ad hoc basis. Not sure the 
exact timeline (FNIH is currently reviewing the drafts) but those groups will be addressed when the updated version 
goes live. 


Thanks, 

Lauren 

From: Gadbois, Ellen (NIH/OD) [E] < (b) 6) 
Sent: Friday, August 14, 2020 12:18 PM 

To: Brodd, Lauren (NIH/OD) [E] < (b) (6) 


Subject: ACTIV website updates per EC slides/meeting today 
Importance: High 


You may want to revise how the working groups are listed on the website since clinical trials capacity is done, and 
vaccine is suspended (may be reconvened if needed)—see slides. 


From: Melencio, Cheryl (FNIH) [T] < (b) (©) On Behalf Of Wholley, David (FNIH) [T] 
Sent: Thursday, August 13, 2020 10:20 PM 
To: Collins, Francis (NIH/OD) [E] 0) © >; Disbrow, Gary (OS/ASPR/BARDA) (b) 6) 
Dolsten, Mikael (b) (6) ; Fauci, Anthony (NIH/NIAID) [E] (bv) 6) Gibbons, Gary 
(NIH/NHLBI) [E] (b) 6) >; Marks, Peter (FDA/CBER) (b) ©) >; Pao, William 
ti (b) (©) Plump, Andrew 0) © Stoffels, Paul < (b) (6) 

Woodcock, Janet (FDA/CDER) < (b) (6) Colvis, Christine (NIH/NCATS) [E] 

(b) (6) Desrosiers, Betsy (b) (6) Eric Hughes 

(b) (6) 1>; Jansen, Kathrin (b) 6) >; Kurilla, Michael (NIH/NCATS) [E] 
< (b) (6) Lowy, Douglas (NC!) <d (b) (6) Read, Sarah (NIH/NIAID) [E] < (b) (6) 
Young, John < 0b) © Wholley, David (FNIH) [T] < (b) (6) 
Cc: Anderson, James (NIH/OD) [E] < 6) © Austin, Christopher (NIH/NCATS) [E] 
< (b) (6) Burklow, John (NIH/OD) [E] < (b) (© Castillejos, Carlos < (b) (6) 
Culp, Michelle (NIH/OD) [E] (b) (6) >; FNIH Central Account < (b) (6) >; Freire, Maria 
(FNIH) [7] (b) (6) >; Gadbois, Ellen (NIH/OD) [E] 0b) © Hallett, Adrienne (NIH/OD) [E] 

() 6) ; Lane, Cliff (NIH/NIAID) [E] () 6) >; Myles, Renate (NIH/OD) [E] 
(b) (6) Parker, Ashley (NIH/OD) [E] 0) ©) ; Tabak, Lawrence (NIH/OD) [E] 

(b) (6) >; Wolinetz, Carrie (NIH/OD) [E] (b) (6) >; Melencio, Cheryl (FNIH) [T] 

(b) (6) Adam, Stacey (FNIH) [T] 0) © ; Alvarez, Rosa (b) (6) > 
Anderson, Margaret ( 2>; Chen, Helen 0) © >; Elsaid, Olivia 
) © Gonzalez, Nina 0) © Hawk, Harrison < 0) (© 
Menetski, Joseph (FNIH) [T] OO) >; Santos, Michael (FNIH) [T] OO) >; Stratton, Benjamin 
(b) (6) 21>; Tolman, Brett (b) (6) Tountas, Karen (FNIH) [T] < &) © 

Wachtel, Jonathan < () 6) 
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Subject: Materials for August 14 ACTIV Executive Committee Teleconference 


Importance: High 


Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 


Please see attached the PowerPoint slides, including the agenda, for our meeting (via Zoom) from 12:00 — 1:00 PM 
Eastern U.S. time tomorrow, Friday, August 14. | have also attached notes from our July 29 Leadership Team meeting as 
well as our last EC meeting on July 15. As you know we will be hearing from two Working Groups instead of four, so the 
co-chairs have decided to make this call as well as future EC and LT calls going forward 60 minutes in length instead of 


90 minutes. 


The Zoom information is: 
Join Zoom Meeting 
https://fnil 


200M.US, 


Meeting ID: — (b) (6) 
Passcode: (b) (6) 
One tap mobile 


(b) (6) 


Dial by your location 
(b) US (Germantown) 

US (Chicago) 
US (New York) 
US (San Jose) 
US (San Jose) 
Us (Tacoma) 
US (Houston) 
elgium 
velgium 
velgium 
velgium 
velgium 
velgium 
Canada 
Canada 
Canada 
Canada 
Canada 
Canada 
France 
France 
France 
France 
France 
Japan 
Japan 
Japan 

Italy 

Italy 

Italy 

Switzerland 


US (Germantown) 
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(&) ©) Switzerland 

Switzerland 
Switzerland 
Switzerland 
Switzerland 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 

Meeting ID: (b) (6) 

Passcode: (b) (6) 

Find your local number: https://fnih.zoom.w —_(b) (6) 


Please let Cheryl Melencio here at FNIH (copied) know if you are having any problems connecting. | look forward to a 
productive meeting. 

Regards, 

David 

David Wholley 


Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


(b) (6) 
fhih.org. 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIA earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as un organization that exceeds industry standards. 
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From: 


Sent: 
To: 


cc: 


Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CDSA14F93-TOUNTASKH] 
6/1/2020 4:05:37 PM 
Bascles, Lionel [ (b) ©) Cohen, Myron [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3clc4f75dd4c457-myron_cohen]; Corey, Larry 
[ &) © Victoria Davey [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2c8291f38ec342f895243c0617e115ec-victoria.da]; Desrosiers , Betsy 
[ (b) (6) Dickens, Jim (NIK/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=12591c90404e46caba7 3079cf4a5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=aidOfb9f055940c39b387cae2485faa6-doroshoj]; Garner, Carlos 
[ (b) ©) Goff, David (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1 bbOb9aac84846c-mensahga]; Nayak, Seema 
(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51dSee68480045 78bSbf9c808eca8fef-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonma]; Resnansky, Laura 
(b) (6) Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Srinivasan, Badhri 
») (6) Stein, Peter (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter.Stein]; Vincent, Mike 

(b) (©) Wachtel, Jonathan (b) (©) Weinmann, Gail (NIH/NHLBI) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e42afl 16Sdcad-weinmang] 
Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hughes, Eric 

(b) (6) ]; Jansen, Kathrin [ (b) 6) Lowy, Douglas (NCI) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 


(b) (©) Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 
) (6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras]; Carluccio, Dana 

) (6) Melencio, Chery! (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415 bb86087d08b628e6f-melencioc]; Culp, Michelle 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Gonzalez, Nina 
o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Heaton, Penny [ (b) 6) James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8di-jamesst]; Kenny, 
Dermot [ ) © Kublin, James [ ) (6 Li, Rose 
») (6) Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Qashu, Felicia (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Santos, Michael (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Tuvesson, Nancy 

0) © Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 

Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf284 14883d0b6996d677257-wholleyd)]; Criffield, Robin 
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&) © ; Hamilton, Nancy [ &) © Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Minnich, Beth 

Mueller-Reichenstein, Petra [ 0) 6 Pico, Dianna 

(NIH/NHLBI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=47 1cb6a63c8846a69073e1e968f3964c-picodf]; Quadros, Nora 
[ () © Katz, Rebecca (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8e2b174d9bf748e9aaSed901b4cSa3d9-katzrd]; Hill, Zoe (NIH/NHLBI) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=a19eeS 1dca2a443d883a15e025d6e16e0-hillzs] 

Subject: Summary and action items - CT Capacity WG meeting #13 

Attachments: Clinical_Trial_Capacity_Working_Group_Meeting_13_Final.pdf 


Dear Clinical Trial Capacity Working Group Members, 


Attached is the summar 
working group meeting is 


and action items for meeting #13 (May 29, 2020) of the full working group. The next full 
scheduled for Tuesday, June 2 at 9am eastern US time. 


With best regards, 
Karen 


Foundation for the National Institutes of Health 


(b) (6) fnih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


ing) 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNIM PANDEMIC 
RESPONSE FUND 


Crafidentiatiry Notice: 
hereby nonfed 
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To: 


cc: 


Start: 
End: 


Recurrence: 


Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Bozzette, Sam (NIH/NCATS) 


[El &) © Butterton, Joan [ ]; De Claro, R. Angelo (FDA/CDER) 
[ (b) (©) Draghia-Akli, Ruxandra | 0) © Gottesdiener, Keith 
[ ) © Eric Hughes [ 6) 6 Judy Currier 

(b) ©) Kim, Elizabeth [ &) © LaVange, Lisa [ (b) ©) Lewy, 
Elliot [ 0) © Mellors, JohnW[ _(b) (6) Menon, Sandeep [ ov) © 
Parker, Ashley (NIH/OD) [E] [ (b) (6) Patel, Naimish [ 0) © Peppercorn, 
Amanda [ (b) 6) Poole, Mike | (b) 6) Proschan, Michael 
(NIH/NIAID) [E) [ (b) (6) Read, Sarah (NIH/NIAID) [E] [ (b) (6) Santos, Michael 
(FNIK) [7] [ () (6) Shen, Yuan Li (FDA/CDER) [ (b) (6) Stein, Peter (FDA/CDER) 
{ (&) (6) Buchman, Tim (OS/ASPR/BARDA) (CTR) [ (b) 6) Collins, Sylva 
(FDA/CDER) [Sylva. (b) (6) Amanda Peppercorn [ Higgs, Elizabeth 
(INIH/NIAID) [E] | (b) (6) Koroshetz, Walter (NIH/NINDS) [E] [ bo) © Timothy 
Burgess [ (b) (6) Reineck, Lora (NIH/NHLBI) [E] [ bo) © Aggarwal, Neil 
(NIH/NHLBI) [E] [ ) 6) Rosenberg, Yves (NIH/NHLBI) [E] (b) 6) J; Goff, David 
(NIH/NHLBI) (€) [ (b) (6) ]; Brown, Jeremy (NIH/NINDS) [E} [ ) (6) Gadbois, Ellen 


(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 


E} [ (b) (6) ]; Jacqueline Kirchner [ (b) (6) Beigel, John (NIH) [E] 
(b) (6) ; Phillips, L Revell ClV DTRA RD (USA) | (b) (6) Petrovick, Martha - 0449 - 
MITLL [ (b) (6) (b) ©) Sizemore, Christine (NIH/FIC) [E] 
(b) (6) Larry Tsai [ (b) (6) ‘Wung, Peter K [ (b) (©) Wholley, 
David (FNIH) [T] [ (b) (6) Garner, Carl [ (b) (6) 
Colvis, Christine (NIH/NCATS) [E] [ (b) (6) ; Jansen, Kathrin [ (b) (©) Lowy, 
Douglas(NCI)[  (b) (6) Young, John ) (©) Biggs, Mary [ (b) (6) 
Butcher, Tina [ 0) © Demarcus [ (b) (6) Macone, Erin 
(b) (6) Melencio, Cheryl (FNIH) [T] [ (b) (6) Salathin, Carla 
(b) (6) Menetski, Joseph (FNIH) [T] [ (b) (6) Dana Carluccio 
(b) (6) Rose Li Central Account | (b) (6) Lucas Smalldon 
(b) (6) (b) ( Mollica, Linda /US 
(b) (6) Qashu, Felicia (NIH/OD) [E] (b) (6) Patterson, Amy (NIH/NHLBI) [E] 
(b) (6) Rubin, Daniel B. (FDA/CDER) [ ) (© Marston, Hilary (NIH/NIAID) [E] 
(b) (©) Chen, Helen Q. [ (b) (6) Hoots, W. Keith (NIH/NHLBI) [E] 
(b) (6) Groesch, Mary (NIH/NHLBI) [E] (b) (6) Shipp, Allan (NIH/NHLBI) [E] 
Kindzelski, Andrei (NIH/NHLBI) [E] (b) ( Hone, David M (Dave) CIV 
DTRA J9 (USA) [ (OX) Reisler, Ronald B CTR USARMY DOD JPEO CBRND (USA) 
(OO) Walker, Paula (NIH/NINDS) [E] [ 6) © Sorosa, Alex David 
(b) (6) Lumsden, Joanne (NIK/NCATS) [C] (b) (6) ]; Lerner, Andrea (NIH/NIAID) 
(a) (b) (6) Embry, Alan (NIH/NIAID) (€] (b) (6) ]; Dally, Nicolle 
b) 6) 
5/27/2021 5:00:00 PM 
5/27/2021 6:00:00 PM. 
(none) 


GADB0000004146-2515315 


From: 


Sent: 
To: 


cc; 


Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 
2/12/2021 8:35:48 PM. 

Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; 


(b) (©) Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f1b7b8fe4739478bb17840c56902718a-lowyd]; 
») (6) Arvin, Ann [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=3bbf6108d53 148f684dad333fce983de-aarvin.stan]; Beth Bell 
( (b) (6) [ eo) © 0) (6 Cavaleri Marco 
[ () 6) (&) 6) mmdavis [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user87932049); (b) (©) Greg Glenn 
[ (b) (6) ) (© Haynes, Barton [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5d4a05845bSb4069ad0447 fb60ebfa79-hayne002.mc]; 

(b) (6) () 6) Marks, Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP. fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=441f65db836c4a89a42aecb9a0d9b96c-NARS]; Nelson Michael 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7c3323ab6a02468689fa2c5 1a87c43cc-NelsonMicha]; Offit, Paul 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cbd9ccS6fdbe4598a57b423d484dcf9f-offit.email]; (b) (© 
Seals, Jonathan (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d7a87d49ccba4e3caafSebSd3586b1cc-Jonathan.Se]; 


(b) (6) (b) (6) Tal Zaks [ (b) 6) 
Tolman, Brett [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; (b) (©) Hopps, Markay 
[ (b) (6) Kozlowski, Mary (NIH/NCI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=15373a5a1d8a4fa89d49ba9c8561¢c94-kozlowskimt]; Johnson, Maureen 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Ocb4ad1bebe64791b0415a7eb4bf7 1db-johnsonr]; 

(OX) JenefferHaynes[ _(b) (6) i 0) 6 

OO) (b) Austin, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=292fcb760f9f4f199ebe343e08ef1781-austins|]; 

(6) (© Isabel Ramsey [ 6) © Parker, Ashley (NIH/OD) [E] 

o=ExchangeLabs/ou=Exchange Administrative Group 
Sie est oleic elt eee RS A alacll parkeras]; Embry, Alan (NIH/NIAID) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embrya]; Erbelding, Emily (NIH/NIAID) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Dieffenbach, Carl 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=94acc37973d346fa98dfe16cd1bf7013-cdieffenba]; Qashu, Felicia (NIH/OD) 
[E} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2¢79484d90e4 1e5-qashufm]; Culp, Michelle (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Wholley, David (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 


GADB0000004331-2515316 


o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; James, Stephanie (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Colvis, Christine (NIH/NCATS) 
E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Lumsden, Joanne 
(NIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm]; Desrosiers, Betsy 

(b) (©) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951253cd54153bSdaa9d99ad4ec90-EricHughes]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f426727861f-mkurilla]; Read, Sarah (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 
(b) © Paul Gillard [ 0b) © Francois P Roman [ (b) (6) 
Gonzalez Lopez, Antonio | (b) (6) Hamilton, Holli (OS/ASPR/BARDA) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a28fc2f8eb134b00bSeaa4222d0576cc-Holli. Hamil]; Modjarrad, Kayvon CIV 
USARMY MEDCOM WRAIR (USA) ob) © Kathleen Neuzil [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=33958e1252cf4266bffc8d94988f5715-kneuzil.som]; 
Martin, Stacey (CDC/DDID/NCEZID/DVBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ffe3Sbbdbfbd49597712313bedcaecc-ZMTO0]; McNamara, Lucy Alexandra 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=94d2e362b03243568fa3 1¢3d23550095 -xdf4]; Goldstein, Jason 
(CDC/DDID/NCEZID/DsR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e2f414dc157843bba7369a63dfde3eSe-fex0]; Schrag, Stephanie 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9be29b344ba14363bdecaa43582ca226-ZHAG]; Verani, Jennifer R. 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7¢249692151d46d6ac80cb28ada3d3a0-qzr7]; Sotir, Mark 
(CDC/DDID/NCIRD/DVD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Sb3ddfd786c14559802df76dd7b6bc49-mps6]; Thornburg, Natalie 
(CDC/DDID/NCIRD/DVD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c8d079e00a5649639c6f1425f3bb075f-nax3]; Gonzalez, Nina 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
‘Wachtel, Jonathan’ [ (b) (6) Stratton, Benjamin [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188]; Margaret Anderson [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ab9a138f1e284c689fedfb 10b8cc5295-marganderso]; 


(b) (6) vo) © Bethany Stokes 
(b) 6) Kathleen Callahan [ 0) 6 Molloy, Delia (DPH) 
(b) (© Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs); Filip Dubovsky 
(b) (6) Jacqueline Miller | (b) (6) Antonio Lanzavecchia 
») (6) Arvin, Ann [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=001a98d300d14b20b18c01181eb843e0-Arvinam.Sta]; Harris, Rebecca /SG 
(b) (6) Vivek Shinde | (b) (6) Cohen, Myron 


‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3clc4f75dd4c457-myron_cohen]; Criffield, Robin R. 
6) © Marovich, Mary (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=bfd0192d165d4643accf6347728dbaeb-marovichma]; FNIH 
(b) (6) Barton Haynes, M.D. (b) (©) Michael, Nelson 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=05b9ca6b24634974b7aeb3fcaead1623-nmichael.hi]; Gilbert PhD, Peter B 


(b) (6) Bloom PhD, Jesse D (b) © (b) 6) Christopher Murray 
(b) (6) pennym [ i) Alex Sigal [ OO) Ho, David D. 
0) 6 edu]; Offit, Paull (6) 6) Randy Hyer [ (ONO) Adam 


GADB0000004331-2515316 


Bloomfield [ (b) (6) Gale Smith [ 0) © Florence, Clint (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; 

ob) © o)© ; Wan, Kanny (NIH/NCATS) [C] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b478497d58dc46e4b3cfdeal4f17ecdi-wankk]; (b) (6) .com 


Subject: ACTIV Vaccines Working Group meeting 
Location: https://nih.zoomgov. ) (6) 
Start: 2/18/2021 7: 


End: 2/18/2021 8: 
Show Time As: Busy 


Required (b) (©) Lowy, Douglas (NIH/NCI) [E]; (b) (6) Arvin, Ann; Beth Bell 
Attendees: — ( (b) © 0) © Cavaleri Marco; &) (6) 
(b) (©) (b) 6) Greg Glenn; (&) (6) Haynes, 
Barton; ) © (b) (6) Marks, Peter (FDA/CBER); Mascola, John (NIH/VRC) [E]; 
Messonnier, Nancy (CDC/DDID/NCIRD/OD); Nelson Michael; Offit, Paul; ob) © Seals, Jonathan 
(OS/ASPR/BARDA); (b) (6) (b) (6) ; Tal Zaks 
Optional Tolman, Brett; (b) (6) Hopps, Markay; Kozlowski, Mary (NIH/NCI) [C]; Johnson, Maureen 
Attendees: = (NIH/NCI) [E]; (b) (6) Jeneffer Haynes; (b) (© (b) (6) 
(b) (6) Austin, Sarah (NIH/NIAID) [E]; () (6 Isabel Ramsey; Parker, 


Ashley (NIH/OD) [E]; Embry, Alan (NIH/NIAID) [€]; Erbelding, Emily (NIH/NIAID) [€]; Diefenbach, Carl (NIH/NIAID) [E]; 
Qashu, Felicia (NIH/OD) (E]; Culp, Michelle (NIH/OD) [E]; Gadbois, Ellen (NIH/OD) [E]; Wholley, David (FNIH) [T]; 
Melencio, Cheryl (FNIH) [T]; Menetski, Joseph (FNIH) [T]; Adam, Stacey (FNIH) [T]; Tountas, Karen (FNIH) [T]; James, 
Stephanie (FNIH) [T]; Colvis, Christine (NIH/NCATS) [E]; Lumsden, Joanne (NIH/NCATS) [C]; Desrosiers, Betsy; Hughes, 
Eric; Kurilla, Michael (NIH/NCATS) [E]; Read, Sarah (NIH/NIAID) [E]; Young, John; Paul Gillard; Francois P Roman; 
Gonzalez Lopez, Antonio; Hamilton, Holli (OS/ASPR/BARDA); Modjarrad, Kayvon CIV USARMY MEDCOM WRAIR 
(USA); Kathleen Neuzil; Martin, Stacey (CDC/DDID/NCEZID/DVBD); McNamara, Lucy Alexandra 
(CDC/DDID/NCIRD/DBD); Goldstein, Jason (CDC/DDID/NCEZID/DSR); Schrag, Stephanie (CDC/DDID/NCIRD/DBD); 
Verani, Jennifer R. (CDC/DDID/NCIRD/DBD); Sotir, Mark (CDC/DDID/NCIRD/DVD); Thornburg, Natalie 
(CDC/DDID/NCIRD/DVD); Gonzalez, Nina; Wachtel, Jonathan; Stratton, Benjamin; Anderson, Margaret; 

(b) 6) (b) (6) Bethany Stokes; Kathleen Callahan; Molloy, 
Delia (DPH); Wood, Gretchen (NIH/OD) [E]; Filip Dubovsky; Jacqueline Miller; Antonio Lanzavecchia; Ann Arvin; 
Harris, Rebecca /SG; Vivek Shinde; Cohen, Myron; Criffield, Robin R.; Marovich, Mary (NIH/NIAID) [E]; FNIH; Barton 
Haynes, M.D.; Nelson Michael; Gilbert PhD, Peter B; Bloom PhD, Jesse D; (b) (6) Christopher Murray; 
pennym; Alex Sigal; Ho, David D.; Offit, Paul; Randy Hyer; Adam Bloomfield; Gale Smith; Florence, Clint (NIH/NIAID) 
{E]. (b) © a 0) © Wan, Kanny (NIH/NCATS) [C]; 

(b) 6) 


0) ©) 


Meeting ID: (b) (6) 
Passcode: (b) (6) 


One tap mobile 
(b) ©) JS (San Jose) 
JS (New York) 


Dial by your location 
(b) 6) US (San Jose) 

US (New York) 

US (San Jose) 

US 

Meeting ID: —_(b) (6) 


GADB0000004331-2515316 


Passcode: (b) (6) 
Find your local number: httes://nih.zoomgov.com 


Join by SIP 
(6) (6) Bsip.zoomgov.com 


Join by H.323 
(b) (6) (US West) 
(US East) 


Meeting ID: (b) (6) 
Passcode: (b) (6) 


0) ©) 


GADB0000004331-2515316 


From: 


Sent: 
To: 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 
1/9/2021 12:24:57 AM 
Bozzette, Sam (NIH/NCATS) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47¢7ae39d7bcf0aac88d-bozzettesaa]; Butterton, Joan 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=219ecac4faae4ebab8a45ce8ee2490c3-joan_butter]; De Claro, R. Angelo 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c495c3ee25ca461ba6a829b124062448-DECLAROR.fd]; Draghia-Akli, 
Ruxandra [ bo) © Eisner, Mark [ ob) © Gottesdiener, Keith 
[ (b) (6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Judy Currier 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=890082c7c1e34902b0f535320cd16650-jscurrier.m]; Kim, Elizabeth 
[ (b) (6) LaVange, Lisa [ (b) 6) Levy, Elliot [ (b) (6) Mellors, John W 
‘o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user257cb364]; 
Menon, Sandeep [ (b) 6) Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; 
Patel, Naimish (b) (6) Peppercorn, Amanda [ (b) (6) Poole, Mike 
(b) (6) Proschan, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=7b45059209b4468bb4ba0 2b0dfbbb3e4-proscham]; 
Read, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Santos, Michael (FNIH) (T] 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc695265f80-santosmr]; Shen, Yuan Li (FDA/CDER) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae30a02e983e4e8a979dfec7257a1802-shenyu. fda]; Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Buchman, Tim 
(OS/ASPR/BARDA) (CTR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=00f8a853d8d7 40f8a8cdd55cbf8eb9da-Tim. Buchman]; Collins, Sylva 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f6b8'588067 140fe988f0832c2387725-Sylva.Colli]; Amanda Peppercorn 

(b) (6) Garner, Cari (b) (6) Higgs, Elizabeth (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0601ca55a82841aba16353b96cff8ca9-ehiggs]; Koroshetz, Walter 
(NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Timothy Burgess 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=52e5e03dcbc847709eaab64457efa57e-TimothyBurg]; Reineck, Lora 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a62d88ba0c3b44e3bb922236c61304b3-reineckla]; Aggarwal, Neil 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4c9de6615504ff9889f3b0c44.a63526-aggarwalnr]; Rosenberg, Yves 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a5cb3e9a3a2747c38c42f68f5c8e40cf-rosenbey]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Brown, Jeremy (NIH/NINDS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce971eefec944a68a94addd3b24835f5-brownj7]; Gadbois, Ellen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Culp, Michelle (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp); Jacqueline Kirchner 
[ 6) © Beigel, John (NIH) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
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Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=492ae062f7d74e3cbd894e30160869f0-jbeigel]; Phillips, L Revell CIV 


DTRA RD (USA) [ 0) © Petrovick, Martha - 0449 - MITLL [ oo 
(b) (6) Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore] 
ce: Colvis, Christine (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Jansen, Kathrin 

[ (b) (6) Lowy, Douglas (NCI) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Young, John 

(b) (6) Biggs, Mary [ &) ©) Butcher, Tina [ (b) (6) 
Demarcus [ o©o Macone, Erin [ 6) © Melencio, Cheryl (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Salathin, Carla 


[ (b) (6) Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 lafS2dc42427ea3d34f1e072f8cb7-menetskijp]; Dana Carluccio 

[ (b) (6) Rose Li Central Account [ (b) (© Lucas Smalldon 

t 0) © (&) 6) Moliica, Linda /US 

[ (b) (6) Qashu, Felicia (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41eS-qashufm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Rubin, Daniel B. 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=35c2891059134111a3ed28f929042aad-RUBIND. fda]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]; Chen, Helen 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd06167002cf-qingchen.de]; Wung, Peter /US 

[ (b) (6) Hoots, W. Keith (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=328221d5416d4fcS9262c6c2eca59d4c-hootswk]; Groesch, Mary (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=69ab77a4c9bf499383 186b9d9870344e-groeschm]; Shipp, Allan (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=16001e8ab49c4489aef107 bd0ce27715-shippal; Kindzelski, Andrei 
(INIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8bda5194bdca4d2594626f6313d2dbSc-kindzelskia]; Hone, David M (Dave) 
CIV DTRA J9 (USA) () 6 Reisler, Ronald B CTR USARMY DOD JPEO CBRND (USA) 

(b) 6) Walker, Paula (NIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fbe81b9b832e40acbf5fd03bcfd32930-walkerp1]; Sorosa, Alex 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a221a6336336466793cff9145b09d91b-Contact_f12]; Lumsden, Joanne 
(INIH/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1be900c2388d41f48e3f2cbcb2fed349-lumsdenjm] 

Subject: Summary of the ACTIV Therapeutics-Clinical Working Group 
Attachments: 2021-01-07_TX-Clinical_WG_Meeting_Summary.pdf 


Dear ACTIV TX-Clinical WG Members, 
Please find attached the summary of our meeting yesterday. If you have any additions or amendments, please let me 
know. 


Happy New Year again to you all! 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


Research Partnerships 
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From: 


Sent: 
To: 


Florence, Clint (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=SE032D0BC8554E8787E844A7773295FE-FLORENCEWC] 
10/21/2020 4:47:11 PM 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427e23d34f1e072f8cb7-menetskijp]; 

(b) (6) (b) ( Hild, Sheri (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=edd7f1939fb94be3bf063f925ac15f02-hildsa]; 

6) © 6) © &) 6) (b) (6) Baric, Ralph 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=48e35ab1d3044465a7790ee4dedSbc32-rbaric.emai]; 

0) © Ottinger, Elizabeth (NIH/NCATS [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ad34123055944f9 7bedbef038d375cd7-ottingerea]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hewitt, Judith (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d0a7dadfcbd42cbb4014d9b26af30cc-jhewitt]; Deming, Damon (FDA/CDER) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8aSace9923ae4 15aa3d85ac09cb76f85-DEMINGD.fda]; 

(b) (6) (b) (6) (b) (6) Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Collins, Francis (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 

») (6) ; Adams, Peter (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=f6e22f801f9146ef90116c4311c6f3ee-Peter.Adams]; Rao, Srinivas 
(b) (6) Qashu, Felicia (NIH/OD) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Tomas Cihlar 
1) (6) Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA) [ (b) (6) 
Punturieri, Antonello (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ca7f3106e5f24b5cb5e933c6ee7a6bc7-punturieria]; Charette, Marc 
(INIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a7fa2baf951848b5bf1f76a049a0eca6-charettemf]; Fessel, Josh (NIH/NHLBI) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=294e2bb481d94b83a1917f15338dfe19-fesseljp]; (b) (6) 

) ) © Wholley, David (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Melencio, Chery! (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Colvis, Christine 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Desrosiers, Betsy 

(b) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Jansen, Kathrin 

(b) ( Kurilla, Michael (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Lowy, Douglas (NCI) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Tountas, Karen (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab3 8cb6836de44e 18ef4cc6952f65f80-santosmr]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; James, Stephanie (FNIH) [T] 
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‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Alvarez, Rosa Maria 
o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user706e5647]; Kim, 


Elizabeth [ (b) (6) btolman [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; Wachtel, Jonathan 0) © Prabhavathi 
Fernandes [ 0) © Diamond, Michael [ (OO) Rose Li 

Dana Carluccio [ (OO) Lagos, Enrique (NIH/NCATS) 


E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ae9041ab27204d83b06752f67a44b0d1-lagoses]; Jonson, Samantha 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ce2f69369d654bef89b0d39b145d69a7-jonsonsg]; Gonzalez, Nina 
(o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
Simon, Dina (NIH/OD) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e02345faSd1d4d7eaf4e0f3da58bclac-simondm]; Burrus-Shaw, Cyndi 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e4514a299b318030c31f6-shawcy]; Rodriguez, Robin D 

[ (b) (6) Dave Frankowski (b) (© Baric, ToniC 

) (6) Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=flb7b8fe4739478bb17840c569027 18a-lowyd); Florence, Clint 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e032d0bc8554e8787e844a7773295fe-florencewc]; Nancy Haigwood 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03d589f440d8469 1ac0a530e4ba6cebS-haigwoon.oh]; Stratton, Benjamin 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7188]; 
Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Anderson, James 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Hawk, Harrison 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8); 


Mason, Stephen [ (b) ©) Connelly, Sarah [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab]; (b) (6) 
Subject: Re: ACTIV Preclinical full working group 


Attachments: 10212020 BioQual Good v Bad Stock Rhesus/1].pptx 


ACTIV Preclinical Group — 
(&) @) 
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(b) 4) 


Thanks — 


Clint 


From: (b) © 

When: 10:15 AM - 11:00 AM October 21, 2020 

Subject: ACTIV Preclinical full working group 

Location: https://fnih.zoom.us/ bo) © 


Changing time for preclinical WG 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


(b) 6) 
Meeting ID: (b) (6) 
Passcode: (b) (6) 
One tap mobile 
(b) (6) US (Germantown) 
US (Chicago) 


Dial by your location 
US (Germantown) 
Us (Chicago) 
US (New York) 
JS (San Jose) 
Us (San Jose) 
US (Tacoma) 
US (Houston) 
Meeting ID: — (b) (6) 
Passcode: (b) (6) 
Find your local number: https://fnih.zoom.us —_ (b) (6) 
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From: Brodd, Lauren (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=BA665DEA08E5417 1B3D6890C2518DDB9-LEPONELM] 


Sent: 8/14/2020 5:32:07 PM. 

To: Gadbois, Ellen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel] 

Subject: RE: ACTIV website updates per EC slides/meeting today 


Thanks for the update!! 


From: Gadbois, Ellen (NIH/OD) [E] < (b) (©) 
Sent: Friday, August 14, 2020 1:07 PM 
To: Brodd, Lauren (NIH/OD) [E] < OO) 


Subject: RE: ACTIV website updates per EC slides/meeting today 


They are going to run “ACTIV-associated trials” by the Leadership committee somehow before implementing. 


From: Gadbois, Ellen (NIH/OD) [E] 

Sent: Friday, August 14, 2020 1:04 PM 

To: Brodd, Lauren (NIH/OD) [E] < oo 

Subject: RE: ACTIV website updates per EC slides/meeting today 


Great. And FC is proposing that the talk about a label of ‘ACTIV-associated trials” for things that ACTIV partner 
companies are pursuing but aren’t technically ACTIV trials (not following an ACTIV master protocol, | guess). This would 
probably apply to IVIG trials (hyper immune globulin from patients). Reaction seemed positive. 


From: Brodd, Lauren (NIH/OD) [E] < (b) (6) 
Sent: Friday, August 14, 2020 12:35 PM 
To: Gadbois, Ellen (NIH/OD) [E] < (OKO) 


Subject: RE: ACTIV website updates per EC slides/meeting today 
Hi Ellen, 


Thanks for flagging! Ashley and | have been working with Renate and her team to revise the website to provide more 
detailed information about each of the working groups. In the updated version, we include language about the clinical 
trial capacity group being finished as of 7/31 and the vaccines group now only meeting on an ad hoc basis. Not sure the 
exact timeline (FNIH is currently reviewing the drafts) but those groups will be addressed when the updated version 
goes live. 


Thanks, 

Lauren 

From: Gadbois, Ellen (NIH/OD) [E] oo 
Sent: Friday, August 14, 2020 12:18 PM 

To: Brodd, Lauren (NIH/OD) [E] (b) (6) 


Subject: ACTIV website updates per EC slides/meeting today 
Importance: High 
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You may want to revise how the working groups are listed on the website since clinical trials capacity is done, and 
vaccine is suspended (may be reconvened if needed)—see slides. 


From: Melencio, Cheryl (FNIH) [T] < (Ol) On Behalf Of Wholley, David (FNIH) [T] 
Sent: Thursday, August 13, 2020 10:20 PM 
To: Collins, Francis (NIH/OD) [E] (b) (6) ; Disbrow, Gary (OS/ASPR/BARDA) (b) (©) E 
Dolsten, Mikael ob) © >; Fauci, Anthony (NIH/NIAID) [E] OO) Gibbons, Gary 
(NIH/NHLBI) [E] oo >; Marks, Peter (FDA/CBER) On) Pao, William 

(b) (©) Plump, Andrew 6) © 2; Stoffels, Paul (b) (6) > 
Woodcock, Janet (FDA/CDER) (b) 6) >; Colvis, Christine (NIH/NCATS) [E] 

(b) (6) Desrosiers, Betsy bo) © Eric Hughes 
< (&) 6) 43>; Jansen, Kathrin &) 6 ; Kurilla, Michael (NIH/NCATS) (E] 
< (b) (6) Lowy, Douglas (NCI) (b) 6) Read, Sarah (NIH/NIAID) [E] < (b) (6) 
Young, John < (b) (6) Wholley, David (FNIH) [T] < oo 
Cc: Anderson, James (NIH/OD) [E] <j () © Austin, Christopher (NIH/NCATS) [E] 

(b) (6) Burklow, John (NIH/OD) [E] < (b) (6) Castillejos, Carlos (b) (6) > 

Culp, Michelle (NIH/OD) [E] (b) (6) >; FNIH Central Account < (b) (6) Freire, Maria 
(FNIH) [T] (b) 6) >; Gadbois, Ellen (NIH/OD) [E] (b) (©) Hallett, Adrienne (NIH/OD) [E] 

(b) (6) >; Lane, Cliff (NIH/NIAID) [E] (b) (6) ; Myles, Renate (NIH/OD) [E] 
(b) (6) Parker, Ashley (NIH/OD) [E] ( Tabak, Lawrence (NIH/OD) [E] 
< ) (© Wolinetz, Carrie (NIH/OD) [E] 0) © >; Melencio, Cheryl (FNIH) [T] 

(b) (6) ; Adam, Stacey (FNIH) [T] (b) (6) ; Alvarez, Rosa (b) 6) > 
Anderson, Margaret (b) (6) Chen, Helen (b) (6) >; Elsaid, Olivia 
(b) (6) >; Gonzalez, Nina < (b) (6) Hawk, Harrison ov) © >; 
Menetski, Joseph (FNIH) [T] (vb) (6) >; Santos, Michael (FNIH) [T] (b) (6) ; Stratton, Benjamin 
(¢ >; Tolman, Brett (b) (© Tountas, Karen (FNIH) [T] (b) (6) 

Wachtel, Jonathan (b) (6) > 


Subject: Materials for August 14 ACTIV Executive Committee Teleconference 
Importance: High 


Dear ACTIV EC members, Working Group Co-Chairs, and meeting participants: 


Please see attached the PowerPoint slides, including the agenda, for our meeting (via Zoom) from 12:00 — 1:00 PM 
Eastern U.S. time tomorrow, Friday, August 14. | have also attached notes from our July 29 Leadership Team meeting as 
well as our last EC meeting on July 15. As you know we will be hearing from two Working Groups instead of four, so the 
co-chairs have decided to make this call as well as future EC and LT calls going forward 60 minutes in length instead of 
90 minutes. 


The Zoom information is: 
Join Zoom Meeting 
https://fnih.zoom.us/] 6) © 


Meeting ID: (b) (6) 
Passcode: (b) (6) 
One tap mobile 


) (6) US (Germantown) 
US (Chicago) 
Dial by your location 
) 6) US (Germantown) 
US (Chicago) 
US (New York) 
US (San Jose) 
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(b) (6) JS (San Jose) 
JS (Tacoma) 
JS (Houston) 
Igium 
‘lgium 


Switzerland 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
Switzerland 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdom 

Meeting ID: (b) (6) 

Passcode: (b) (6) 

Find your local number: https://fnih.zoom.u —_(b) (6) 


Please let Cheryl Melencio here at FNIH (copied) know if you are having any problems connecting. | look forward to a 
productive meeting. 

Regards, 

David 


David Wholley 
enior Vice-President, Research Partnerships 
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Foundation for the National Institutes of Health 
(&) 6) 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2619, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 
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From: 


Sent: 
To: 


cc: 


Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC695 2F65F80-SANTOSMR] 
2/11/2021 7:58:52 PM. 
&) © Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1b7b8fe4739478bb17840c56902718a-lowyd]; 
(b) (6) Arvin, Ann [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3bbf6108d53148f684dad333fce983de-aarvin.stan]; Beth Bell 


( (b) (6) [ 6) oo Cavaleri Marco 

[ (b) (6) (b) 6) mmdavis [/o=ExchangeLabs/ou=Exchange Administrative 

Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user87932049]; (b) (6) Greg Glenn 

[ (b) (6) (b) 6) Haynes, Barton [/o=ExchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5d4a05845bSb4069ad044 7fb60ebfa79-hayned02.mc]; 
(b) (6) () 6) Marks, Peter (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=b2e527dbda2b4a86b8d72f06b813d471-MarksP. fda]; Mascola, John 
(NIH/VRC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7f78b40a596b4ca4a2850a429d1ae3f2-jmascola]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=441f65db836c4a89a42aecb9a0d9b96c-NARS]; Nelson Michael 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7c3323ab6a02468689fa2c5 148 7c43cc-NelsonMicha]; Offit, Paul 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cbd9ccS6fdbe4598a5 7b423d484dcf9F-offit.email]; (b) 6) 
Seals, Jonathan (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d7a87d49ccba4e3caafSeb5d3586b1cc-Jonathan.Se]; 


(b) (6) (b) (6) Tal Zaks [ (b) 6) 
Tolman, Brett [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7b137a1e]; 0b) (6) Hopps, Markay 
[ (b) (6) Kozlowski, Mary (NIH/NCI) [C] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=15373aSa1d8a4fa89d49ba9c8561cc94-kozlowskimt]; Johnson, Maureen 
(NIH/NC1) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Ocb4adibebe64791b0415a7eb4bf7 1db-johnsonr]; 


(b) (6) Jeneffer Haynes (b) (6) (b) (6) 
(b) © OO) Austin, Sarah (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=292fcb760f9f4f199ebe343e08ef1781-austinsj]; 
(b) (© Isabel Ramsey [ (b) (6) Parker, Ashley (NIH/OD) [E] 


'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Embry, Alan (NIH/NIAID) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embrya]; Erbelding, Emily (NIH/NIAID) 
{/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej); Dieffenbach, Carl 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=94acc37973d346fa98dfe16cd 1bf7013-cdieffenba]; Qashu, Felicia (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=366447a553f44696b2c79484d90e41e5-qashufm]; Culp, Michelle (NIH/OD) 
[E} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e38fa37e0424217aa0a283cba9e5098-mculp]; Gadbois, Ellen (NIH/OD) (E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
'FYDIBOHF23SPDLT)/cn=Recipients/cn=0243d 1d6e6f248268d2edec566c26c2a-gadboisel]; Wholley, David (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Adam, Stacey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 


Gal 
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Subject: 


Hi all, 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh]; James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst]; Colvis, Christine (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df1Sfa172c87-ccolvis]; Desrosiers, Betsy 
[ (b) 6) Eric Hughes [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f97951a53cd54153bSdaa9d99ad4ec90-EricHughes]; Kurilla, Michael 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Read, Sarah (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 

(b) (6) Paul Gillard [ (OO) Francois P Roman [ (b) 6) 
Peter Dull [ ob) © Hamilton, Holli (OS/ASPR/BARDA) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=a28fc2f8eb134b00bSeaa4222d0576cc-Holli.Hamil]; 
Gruber, Marion (FDA/CBER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ebf7a8eb8dd541b2883a966eaSafd809-GRUBER.fda]; Modjarrad, Kayvon CIV 
USARMY MEDCOM WRAIR (USA) [ (b) (6) Kathleen Neuzil [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=33958e1252cf4266bffc8d94988f5715-kneuzil.som]; 
Martin, Stacey (CDC/DDID/NCEZID/DVBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ffe3Sbbdbfbd495f97712313bedcaecc-ZMTO0]; McNamara, Lucy Alexandra 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=94d2e362b03243568fa31¢3d23550095-xdf4]; Goldstein, Jason 
(CDC/DDID/NCEZID/DSR) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e2f414dc157843bba7369a63dfde3eSe-fex0]; Schrag, Stephanie 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9be29b344ba14363bdecaa43582ca226-ZHAG]; Sotir, Mark 
(CDC/DDID/NCIRD/DVD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5b3ddfd786c14559802df76dd7b6bc49-mps6); Verani, Jennifer R. 
(CDC/DDID/NCIRD/DBD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7¢249692151d46d6ac80cb28ada3d3a0-qzr7]; Thornburg, Natalie 
(CDC/DDID/NCIRD/DVD) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c8d079e00a5649639c6f1425f3bb075f-nax3]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; 
‘Wachtel, Jonathan’ [ (b) (6) Stratton, Benjamin [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=usere3ed7 188]; Margaret Anderson [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ab9a138f1e284c689fedfb10b8cc5295-marganderso]; 
(b) 6) (b) 6) Bethany Stokes 

(b) (6) Kathleen Callahan [ (b) (6) Molloy, Delia (DPH) 
(b) (6) Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs)]; Filip Dubovsky 
(6) (©) ]; Michael Watson (x) [ 6) © Jacqueline Miller 
6) © Marovich, Mary (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=bfd0192d165d4643accf6347728dbaeb-marovichma]; 
Taylor, Kimberly (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40d07049615c454a99400a1 1c3a9c652-taylorkl]; Cohen, Myron 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3clc4f75dd4c457-myron_cohen]; Criffield, Robin R. 
6) © Lindsey, Nicole (CDC/DDID/NCEZID/DVBD) [/o=ExchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ffab2bf06a684c9ea822683392719418-frd3]; Bloom 
PhD, Jesse D 0) © 0b) 6 Christopher Murray[ _(b) (6) pennym 


6) © Alex Sigal [ OO) Ho, David D. [ (b) © 
Slides from today's ACTIV Vaccines Working Group meeting 
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Thanks again to Trevor and Jesse for their insightful presentations and to everyone who participated in the 
meeting. Trevor and Jesse have kindly made their slides available at: 
© https://bedford.io/talks/sars-coy-2-molecular-evolution-activ/#/ (advance with space-bar or arrows) 


e = https://slides.com/jbloom/sars-cov-2_ activ 


We will be following up with meeting notes, and will send an invite for our next meeting as soon as we can. 


Best regards, 
Brett and Mike 


hael Santos, PhD 
Vice President, Science | Foundation for the National Institutes of Health 


M 


From: Santos, Michael (FNIH) [T] 
Sent: Tuesday, February 9, 2021 5:54 PM 
Subject: Agenda for the next ACTIV Vaccines Working Group meeting (Thurs, 11 Feb) 


Dear Vaccines Working Group members, 


We’re looking forward to our next meeting, Thursday at 11:30am ET / 8:30am PT / 5:30pm CET. Please note that this 
meeting is scheduled for 75 min to allow for more discussion. 


The topic for this meeting (and planned subsequent meetings) is the evolution of viral variants and the implications for 
vaccines. For our meeting Thursday, Jesse Bloom and Trevor Bedford of Fred Hutch will join us to present on the 
genetics of the epidemic and predictive analytics, followed by discussion during which we welcome participants to share 
the activities that their organizations are undertaking in response. 


As always, please reach out with any questions or suggestions. 


Best regards, 
Brett and Mike 


‘haci Santos, PRD 
ice President, Science | Foundation for the 


onal Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Sunday, December 13, 2020 7:11 PM 
Subject: Agenda for the next ACTIV Vaccines Working Group meeting (Monday, 14 Dec) 


Dear Vaccines Working Group members, 
We’re looking forward to our next meeting, tomorrow (Monday) at 12pm ET / 9am PT / 6pm CET. 


The main agenda item for tomorrow is discussion of potential approaches to evaluate the impact of vaccines on 
transmission. This topic was presented and discussed at the 18 Nov meeting of the Vaccines Clinical Trials Sub-Group. If 
you were unable to join that meeting (or to refresh your memory), the notes with presentation materials embedded are 
attached. 


if we have additional time after that discussion, we may discuss Working Group member perspectives on the other 

topics that have been discussed recently in the Clinical Trials Sub-Group: the potential for blinded cross-over within 
studies (30 Nov, notes attached) and evaluating vaccines in immunocompromised populations (10 Dec, notes still to 
come). 
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If you cannot join the meeting but would like to provide input on any of the topics above, please send it to us prior to 
Wednesday, when Doug will be reporting on behalf of the group to the ACTIV Leadership Team. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 
Ass re Vice President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Wednesday, November 18, 2020 7:13 PM 
Subject: Notes from the ACTIV Vaccines Working Group meeting 


Dear Vaccines Working Group members, 

With apologies for the delay, attached are notes and the single slide from last week’s Vaccines Working Group meeting. 
After the meeting, the Working Group and Sub-Group leadership aligned on the immediate priorities for 

discussion. Those begin today with the Vaccine Clinical Trial Sub-Group’s meeting on evaluating the impact of vaccines 
ontransmission. Topics prioritized for subsequent discussions include potential blinded cross-over for ongoing phase 3 
trials, preparing for the possibility of vaccine efficacy varying by platform/product, and evaluating vaccines in 
immunocompromised populations. Invitations for meetings on those topics will be sent soon. 


As always, we welcome addition comments and questions. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 
ice: President, Science | Foundation for the National Institutes of Health 


From: Santos, Michael (FNIH) [T] 
Sent: Tuesday, November 10, 2020 1:33 PM 
Subject: Agenda for tomorrow's ACTIV Vaccines Working Group meeting 


Dear Vaccines Working Group members, 

We're looking forward to our next meeting, tomorrow (Wednesday) at 1pm ET / 10am PT / 7pm CET. We scheduled this 
meeting last week without knowledge of yesterday’s exciting announcement, and are delighted to be re-convening this 
group at such an auspicious time. 

As we described below, the agenda for tomorrow is an open discussion of the priorities for vaccines in addition to the 
licensure studies that the Vaccines Working Group or the Clinical Trials Sub-Group should consider. Some members of 
the group have already proposed a few ideas, and all members of the group are invited to make additional suggestions 


and weigh in on the potential opportunities. After the meeting we will prioritize next steps. 


if you cannot attend tomorrow's meeting, as always please feel free to submit ideas in advance that we can share on 
your behalf or send feedback on the notes afterwards. 


Best regards, 
Brett and Mike 


Michael Santos, PhD 
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Associate Vice President, Science | Foundation for the National Institutes of Health 
From: Santos, Michael (FNIH) (T] 

Sent: Friday, November 6, 2020 1:01 PM 

Subject: Next ACTIV Vaccines Working Group meeting: Weds, 11 Nov 


Dear Vaccines Working Group members, 


As you may recall from the summer, we agreed to stop regular meetings of the Vaccines Working Group and reconvene 
as needed. Our next meeting will be Wednesday, 11 Nov, at lpm ET (10am PT / 7pm CET). 


We've been requested by ACTIV leadership to have a discussion about the priorities for vaccines in addition to the 
licensure studies. The Vaccines Clinical Trials Sub-Group has had previous meetings on the topics of evaluation in 
pregnant and pediatric populations, and is planning upcoming conversations about studying impact on transmission and 
evaluation in immunocompromised populations, as well as a discussion of the potential application of expanded access 
protocols. 


At our next Working Group meeting, we would appreciate input on those and other potential priorities for discussion 
within the group. We are looking forward to your thoughts, and as always appreciate any questions or suggestions, 


Best regards, 
Brett and Mike 


Michael Santos, PhD 

Associate Vice President, Science 

Foundation for the National Institutes of Health 
©)©) | fib.ore 

11400 Rockville Pi 


Donate to the FNTH’s Pandemic Response Fund to combat COVID-19 


¢ 600, North Bethesda, MD 20852 


org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 
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From: Tountas, Karen (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=40CO4FEF6F1E46F5B750753CDSA14F93-TOUNTASKH] 

Sent: 4/14/2020 10:39:42 PM 

To: Tountas, Karen (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Bascles, Lionel 
[ i) Cohen, Myron [ i) Corey, Larry [ (b) (6) 
Desrosiers , Betsy [ (b) 6) Dickens, Jim (NIH/NCATS) [C] [ (b) (6) if 
Doroshow, James (NIH/NCI) [E] [ (b) (© Goff, David (NIH/NHLBI) [E] [ (b) (6) ]; King, 
James (0S/ASPR/BARDA) | (b) (6) Kurilla, Michael (NIH/NCATS) [E][ _ (b) (6) Nayak, Seema 
(NIH/NIAID) [E] [ (b) ©) Parker, Ashley (NIH/OD) [E] [ (b) (6) Payton, Manizhe 
(INIH/NIAID) [E] [ (b) (6) Resnansky, Laura [ 0) (© Srinivasan, Badhri 
[ (b) (6) Stein, Peter (FDA/CDER) [ ) © Vincent, Mike 
[ (b) (6) Wachtel, Jonathan [ b) 6) J; Woodcock, Janet (FDA/CDER) 

Janet. (6) 

ce: Colvis, Christine (NIH/NCATS) [E] [ (b) (© J; Hughes, Eric [ (b) (6) Jansen, 

Kathrin [kathrin. (vb) (6) Lowy, Douglas (NCI) [ (b) (6) Read, Sarah (NIH/NIAID) [E] 

(&) (6) Young, John 0) © Adam, Stacey (FNIK) [T][ __(b) (6) 

Anderson, Margaret [ a8 Carluccio, Dana [dana. ») (6) 

Melencio, Cheryl (FNIH) [T] (b) (©) ; Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 

Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 

Gonzalez, Nina [ 0) © Heaton, Penny [ ) © James, Stephanie (FNIH) 

TI} [ (b) (6) Li, Rose [ (b) (6) Menetski, Joseph (FNIH) [T] (b) (6) 

Santos, Michael (FNIH) [T] [ (b) (6) Tuvesson, Nancy [ (b) (6) Wholley, 

David (FNIH) [T] (b) (6) ; Criffield, Robin [ (b) © Hamilton, Nancy 

(b) (6) Minnich, Beth [ Oo) Katz, Rebecca (NIH/NCATS) [E] 
(b) (©) Thomas, Ashley (FDA/CDER) [ 6) © 


Subject: ACTIV Clinical Trial Capacity Working Group - reporting meeting 
Attachments: Untitled Attachment 
Location: https://zoom.us/jy ob) 6 


Start: 4/21/2020 1: 
End: 4/21/2020 2: 
Show Time As: Tentative 


00 PM 
:00 PM 


Recurrence: Weekly 
every Tuesday and Friday from 9:00 AM to 10:00 AM 

Required Bascles, Lionel; Cohen, Myron; Corey, Larry; Desrosiers , Betsy; Dickens, Jim (NIH/NCATS) [C]; Doroshow, James 

Attendees: (NIH/NCI) [E]; Goff, David (NIH/NHLBI) [E]; King, James; Kurilla, Mike; Nayak, Seema (NIH/NIAID) [E]; Parker, Ashley 
(NIH/OD) [E]; Payton, Manzine; Resnansky, Laura; Srinivasan, Badhri; Stein, Peter (FDA/CDER); Vincent, Mike; 
Wachtel, Jonathan; Woodcock, Janet (FDA/CDER) 


Optional Colvis, Christine (NIH/NCATS) [E]; Hughes, Eric; Jansen, Kathrin; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; 
Attendees: Young, John; Adam, Stacey (FNIH) [T]; Anderson, Margaret; Carluccio, Dana; Cheryl (FNIH) Melencio [T] 
( OO) Francis Collins; Gonzalez, Nina; Heaton, Penny; James, Stephanie; Li, Rose; Menetski, Joseph 
(FNIH) [T]; Santos, Michael (FNIH); Tuvesson, Nancy; Wholley, David (FNIH) [T]; Criffield, Robin; Hamilton, Nancy; 
Minnich, Beth; Rebecca (NIH/NCATS) Katz [E] ( () © Thomas, Ashley (FDA/CDER) 


ACTIV: Accelerating COVID-19 Therapeutic Interventions and Vaccines 
Dear Clinical Trial Capacity Working Group members, 


In anticipation of this working group making rapid progress on identified action items and other activities, the co-chairs 
have agreed that it will be important to hold twice-weekly calls to evaluate progress made by each subgroup, to identify 
areas of need, and to determine next steps. We ask that you make every effort possible to join each of these meetings, but 
understand that at times you may have competing priorities. To place a hold on your calendar, please accept this meeting 
invite with a response; later you can decline an individual meeting if you have a conflict. 
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An agenda and other meeting materials, as needed, will be distributed prior to each call. 


With best regards, 
Karen 


Karen H. Tountas, PhD 
Scientific Program Manager 


Foundation for the National Institutes of Health 


Join Zoom Meeting 
https://zoom.us/j 


Meeting ID: (b) (6) 
Password: (b) (6) 
One tap mobile 

(b) © 


Dial by your location 
(6)(©) Us (Chicago) 

US (New York) 

US 

US (Houston) 

US (San Jose) 

US (San Jose) 

US 

Meeting ID: (b) (6) 

Password: (b) (6) 

Find your local number: https://zoom.us’ 


) ©) 


US (Chicago) 
US (New York) 


(b) 6) 
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From: Melencio, Cheryl (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E 14FA7428415BB86087D08B628E6F-MELENCIOC] 
Sent: 1/12/2021 9:50:16 PM 


To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Austin, Christopher 
(NIH/NCATS) [E] 0) © ; Carter, Kara [ () (© Cavaleri, Marco 
[ ) 6) Cihlar, Tomas [ ) 6) ]; Collins, Francis (NIH/OD) [E] 

‘o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Corey, Larry 

&) © Culp, Michelle (NIH/OD) {E) [ ©) © Victoria Davey 

(b) (6) Disbrow, Gary (OS/ASPR/BARDA) [ (b) (© Dolsten, Mikael 

(b) (6) Erbelding, Emily (NIH/NIAID) [E] [ (b) (6) Erck, Stan 

[ (b) 6) Fauci, Anthony (NIH/NIAID) [E] oo Gadbois, Ellen (NIH/OD) [E] 

(b) (6) Gibbons, Gary (NIH/NHLBI) [E] 0b) © Hudson, Thomas 

(b) (6) James, Stephanie (FNIH) [T] [ (b) (6) Johnson, Robert (OS/ASPR/BARDA) 

fi (b) (6) ]; Kramer, Lynn [ (b) (6) Lane, Cliff (NIH/NIAID) [E] 

(b) (6) Lepore, John [ o”)© Marks, Peter (FDA/CBER) [ (b) (6) 
Marston, Hilary (NIH/NIAID) [E] | (b) (©) Mascola, John (NIH/VRC) [E] (b) (6) L 
Meeker, David [ © Menetski, Joseph (FNIH) [T] [ (OO) Messonnier, Nancy 
(CDC/DDID/NCIRD/OD) [ (b) (6) Pandya, Hitesh woo ; Pangalos, Mene 

(b) (6) ; Pao, William [ 0b) © Parker, Ashley (NIH/OD) [E] 
(b) (6) Paul, Steve [ 0) © Perlmutter, Roger [ (b) 6) 
Plenge, Robert [ (b) (©) Plump, Andy [ () 6) Rachel Ramoni 
) © Reed, John ) © Reese, David [ (b) (6) Rouse, Doris 
[ @M@ Santos, Michael (FNIH) [T] [ (b) (6) Skovronsky, Daniel [ (b) (6) 
Stein, Peter (FDA/CDER) [ 6) © Stoffels, Paul [ oo Tabak, Lawrence (NIH/OD) 
E} [ (b) (6) ]; Talley, Michael [ 0) © Tsai, John 
Vessey, Rupert | (b) (6) Virgin, Skio[ _(b) (6) Wholley, David (FNIH) [T] 
(b) ©) Woodcock, Janet (FDA/CDER) [ (OK) Young, John 
john. (b) (6) Colvis, Christine (NIH/NCATS) [E] [ (0b) © Desrosiers, Betsy 
(b) (6) Eric Hughes [ (b) 6) Jansen, Kathrin 
kathrin. (b) 6) Kurilla, Michael (NIH/NCATS) [E] [ (b) 6) Lowy, Douglas (NCI) 
6) © Read, Sarah (NIH/NIAID) [E] [ oo Anderson, James (NIH/OD) [E] 
(b) (© ]; Burklow, John (NIH/OD) [E] [ (b) (6) Carluccio, Dana 
(b) (6) Castillejos, Carlos | b) © FINIH Central Account 
Hallett, Adrienne (NIH/OD) [E] [ ob) © ]; Lumsden, Joanne 
(NIH/NCATS) [C] [ (b) (6) Myles, Renate (NIH/OD) [E] [ (b) (6) Wolinetz, Carrie 
(NIH/OD) [E} 0) © ; Adam, Stacey (FNIH) [T] [ (b) (6) Margaret Anderson 
) © Appell, Evan [ (b) (6) Chen, Helen [ (b) 6) ls 
Connelly, Sarah [ 6) © Gonzalez, Nina [ (OO) Hawk, Harrison 

) © Mendelson, Jesse [ oO) Nasr, Hana [ OO) Sorosa, 
Alex [ (b) 6) Stratton, Benjamin [ ) (© btolman [ (b) (6) 

Wachtel, Jonathan [ KO) ]; Meltzer, Abbey (FNIH) [T] [ ob) © Bancel, Stephane 
6) 

GG: Togashi, Pear {EN 6) © Underwood, Nancy [ 6) © 
Zottoli, Jessica [ (b) (© Burrus-Shaw, Cyndi (NIH/OD) [E] [ (b) (© Carver, 
Trea (NIH) [C] [ 0b) © Hughes, Karen (NIH/OD) [E] 6) (© ]; Lagos, Enrique 
(NIH/NCATS) [E] [ © Magbie-Robinson, Kim (NIH/OD) [C] (b) (6) 

Simon, Dina (NIH/OD) [C] () 6) Austin, Sarah (NIH/NIAID) [E] (b) 6) ; Barasch, 
Kimberly (NIH/NIAID) [C] [ (6) (6) J; Bell, Julie 6) © ; Caulfied, Anita 

[ (b) (6) Coan, Amanda | 0) © Conrad, Patricia (NIH/NIAID) [E] 

[ 0) © Dimishkov, Roxanne (NIH/NHLBI) [C] [ (OO) ]; Edl, Susan 

[ 6) © Fuhrer, Nicole [ vo) © Giorgi, Sara [ (6) © 

Hoban, Michelle [ ob) © Hoffstetter, Renata (FNIH) [T] [ 0) © Iberdemaj, Vaide 
[ (b) (6) Jenkins, Christine S. [ ob) © Lever, Susan 

li (b) 6) Martin, Melisa [ (OIC) McManus, Ayanna (NIH/OD) [E] 

[ (b) (6) Minnich, Beth [ ob) © Perala, Mie [ (b) 6) 
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Subject: 
Location: 


Start: 
End: 


Protasiewicz, Ann [ 


) © 


[ (&) ©) Ripley, Nadege [ oo) © 
(b) (©) J; Sepulveda, Dorina (FNIH) [T] 

[ (b) (©) J; Thomas, Ashley (FDA/CDER) [ 

[ (b) (6) Regan, Donna M [ 0) © 

ACTIV Leadership Team Call #13 

https://fnih.zoom.us/ (b) (6) 

2/17/2021 4:30:00 PM 

2/17/2021 6:00:00 PM 


Show Time As: Tentative 


Required 
Attendees: 


Optional 
Attendees: 


Riccobene, Kim [ 


b) ©) Riggin, Mary 

Schuster, Donna 
0) © ; Suhana, Tina (NIH/VRC) [E] 
(b) 6) J; Wood, Gretchen (NIH/OD) [E] 


Melencio, Cheryl (FNIH) [T]; Austin, Christopher (NIH/NCATS) [E]; Bancel, Stephane; Carter, Kara; Cavaleri, Marco; 
Cihlar, Tomas; Collins, Francis (NIH/OD) [E]; Corey, Larry; Culp, Michelle (NIH/OD) [E]; Davey, Victoria; Disbrow, Gary 
(OS/ASPR/BARDA); Dolsten, Mikael; Erbelding, Emily (NIH/NIAID) [E]; Erck, Stan; Fauci, Anthony (NIH/NIAID) [E]; 
Gadbois, Ellen (NIH/OD) [E]; Gibbons, Gary (NIK/NHLBI) [E]; Hudson, Thomas; James, Stephanie (FNIH) [T]; Johnson, 
Robert (OS/ASPR/BARDA); Kramer, Lynn; Lane, Cliff (NIH/NIAID) [E]; Lepore, John; Marks, Peter (FDA/CBER); 
Marston, Hilary (NIH/NIAID) [E]; Mascola, John; Meeker, David; Menetski, Joseph (FNIH) [T]; Messonnier, Nancy 
(CDC/DDID/NCIRD/OD); Pandya, Hitesh; Pangalos, Mene; Pao, William; Parker, Ashley (NIH/OD) [E]; Paul, Steve; 
Perlmutter, Roger; Plenge, Robert; Plump, Andy; Ramoni, Rachel; Reed, John; Reese, David; Rouse, Doris; Santos, 
Michael (FNIH) [T]; Skovronsky, Daniel; Stein, Peter (FDA/CDER); Stoffels, Paul; Tabak, Lawrence (NIH/OD) [E]; Talley, 
Michael; Tsai, John; Vessey, Rupert; Virgin, Skip; Wholley, David (FNIH) [T]; Woodcock, Janet (FDA/CDER); Young, 
John; Colvis, Christine (NIH/NCATS) [E]; Desrosiers, Betsy; Hughes, Eric; Jansen, Kathrin; Kurilla, Michael (NIH/NCATS) 
[E]; Lowy, Douglas (NCI); Read, Sarah (NIH/NIAID) [E]; Anderson, James (NIH/OD) [E]; Burklow, John (NIH/OD) [E]; 
Carluccio, Dana; Castillejos, Carlos; FNIH Central Account; Hallett, Adrienne (NIH/OD) [E]; Lumsden, Joanne 
(NIH/NCATS) [C]; Myles, Renate (NIH/OD) [E]; Wolinetz, Carrie (NIH/OD) [E]; Adam, Stacey (FNIH) [T]; Anderson, 
Margaret; Appell, Evan; Chen, Helen; Connelly, Sarah; Gonzalez, Nina; Hawk, Harrison; Mendelson, Jesse; Nasr, 
Hana; Sorosa, Alex; Stratton, Ben; Tolman, Brett; Wachtel, Jonathan; Meltzer, Abbey (FNIH) (T] 

Togashi, Mieko (NIH/NCI) [E]; Underwood, Nancy; Zottoli, Jessica; Burrus-Shaw, Cyndi (NIH/OD) [E]; Carver, Trea 
(NIH) [C]; Hughes, Karen (NIH/OD) [E]; Lagos, Enrique (NIH/NCATS) [E]; Magbie-Robinson, Kim; Simon, Dina (NIH/OD) 
[C]; Austin, Sarah (NIH/NIAID) (E]; Barasch, Kimberly (NIH/NIAID) (C]; Bell, Julie; Caulfied, Anita; Coan, Amanda; 
Conrad, Patricia (NIH/NIAID) [E]; Dimishkov, Roxanne (NIH/NHLBI) [C]; Edi, Susan; Fuhrer, Nicole; Giorgi, Sara; 
Hoban, Michelle; Hoffstetter, Renata (FNIH) [T]; Iberdemaj, Vaide; Jenkins, Christine S.; Krack, Kimberly; Lever, 
Susan; Magbie-Robinson, Kim (NIH/OD) [C]; Martin, Melisa; McManus, Ayanna (NIH/OD) [E]; Minnich, Beth; Perala, 
Mie; Protasiewicz, Ann; Riccobene, Kim; Riggin, Mary; Ripley, Nadege; Schuster, Donna; Sepulveda, Dorina (FNIH) 
[T]; Suhana, Tina (NIH/VRC) [E]; Thomas, Ashley (FDA/CDER); Wood, Gretchen (NIH/OD) [E]; Regan, Donna M 


Joseph Menetski is inviting you to a scheduled Zoom meeting. 


Join Zoom Meeting 


https: //fni 


Meeting ID: 
Passcode: 


One tap mobile 


Dial by vour location 
(b) 6) 


h.zoom.us/j, ) © 
(b) ©) 
(b) 
(b) (6) US (Washington D.C) 


us (Chicago) 


US (Washington D.C) 
US (Chicago) 
us (New York) 
Us (San Jose) 
us (San Jose) 
Us (Tacoma) 
US (Houston) 
elgium 
Belgium 
Belgium 
Belgium 


COLL0000010549-2515322 


) ©) 21gium 
2Igium 
canada 
canada 
canada 
canada 
canada 
canada 
France 
France 
France 
France 
France 
Japan 
Japan 
Japan 
Italy 
Italy 
Italy 
switzerland 
Switzerland 
switzerland 
switzerland 
switzerland 
Switzerland 
United Kingdom 
United Kingdom 
United Kingdom 
United Kingdon 
United Kingdom 
United Kingdom 
United Kingdom 
Meeting ID: (b) (©) 
Passcode: 6 
Find your local number: https://fnih.zoom.us — (b) (6) 
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To: 


cc: 


Cohen, Myron [ ) (© Victoria Davey 0) © Dickens, Jim (NIH/NCATS) [C] 
) (©) ]; Doroshow, James (NIH/NCI) [€] [ ) ©) Goff, David (NIH/NHLBI) (€] 
(b) (© ]; Kurilla, Michael (NIH/NCATS) [E] [ 6) © Mensah, George (NIH/NHLBI) (E] 
(b) (© ]; Nayak, Seema (NIH/NIAID) [E] [ fOr) ]; Payton, Manizhe (NIH/NIAID) [E] 
[ (b) (6) ]; Sizemore, Christine (NIH/FIC) [E] [ 0) (© Weinmann, Gail 
(NIH/NHLBI) [E] [ ) (©) Stein, Peter (FDA/CDER) [ 0) © Tountas, Karen 


(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Vincent, Mike 

[ () (6) Bascles, Lionel | ) ©) Stein, Peter (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b4a14118481b4b39ba7e62a8d6425f79-Peter. Stein]; Srinivasan, Badhri 

[ 0b) 6 Garner, Carlos | (b) (6) Cohen, Myron 
o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2141b9e28c1a421fb3clc4f75dd4c457-myron_cohen]; Corey, Larry 

o@ ]; Victoria Davey [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2c829 1f38ec342f895243c0617e115ec-victoria.da]; Desrosiers , Betsy 

(b) (6) Dickens, Jim (NIHK/NCATS) [C] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=12591¢90404e46caba73079cf4a5e2ea-dickensj]; Doroshow, James 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1dOfb9f055940c39b387cae248Sfaa6-doroshoj]; Goff, David (NIH/NHLBI) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=036113c7be0f42f897d1294cfbb99c10-goffdc]; Kurilla, Michael (NIH/NCATS) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dc4e85061e3943b9b8ad3f42672786 1f-mkurilla]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1 bbOb9aac84846c-mensahga]; Nayak, Seema 
(NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5 1dSee6848004578bSbf9c808eca8féf-nayaksu]; Payton, Manizhe 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=81d1c1824bfa438a94da81520a8bca90-paytonmal]; Resnansky, Laura 

[ ob) © Sizemore, Christine (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=05494833e0fc47a9acac194cd338b201-csizemore]; Weinmann, Gail 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f38a543b4021483ba67e42afl16Sdcad-weinmang]; Kublin MD, MPH, James 


(b) (6) Ferguson, Sue [ 0) © 
Colvis, Christine (NIH/NCATS) (E] [ OX) J; Lowy, Douglas (NCI)[__ (b) (6) Read, Sarah 
(NIH/NIAID) [E] (b) (6) ; Adam, Stacey (FNIH) [T] [ (b) (6) Parker, Ashley (NIH/OD) [E] 
(b) (6) Melencio, Cheryl (FNIH) (T) [ (&) 6) James, Stephanie (FNIH) [T] 
(b) (6) Menetski, Joseph (FNIH) [T] (b) (6) Qashu, Felicia (NIH/OD) [E] 
(b) (©) Santos, Michael (FNIH) [T] [ 6) © Wholley, David (FNIH) [T] 
(b) (6) Hill, Zoe (NIH/NHLBI) [C] (6) (6) __; Pico, Dianna (NIH/NHLBI) (C] 
(b) (©) ; Katz, Rebecca (NIH/NCATS) [E] [ 6) © Culp, Michelle (NIK/OD) [E] 
(b) (6) J; Gonzalez, Nina [ (b) (6) Takas, Therese 
6) © (OX) Kenny, Dermot [ (OX) 
Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Wachtel, Jonathan (b) (6) Colvis, Christine 


(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4b7e84cce098457896b2df19fa172c87-ccolvis]; Hughes, Eric 
(OO) Jansen, Kathrin [ oo Lowy, Douglas (NCI) 

‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=54fa75fe6e304e34ba567c66b832baa0-drl.helix.n]; Read, Sarah (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Young, John 

(b) (6) Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Anderson, Margaret 

6) © Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Carluccio, Dana 
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